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An open letter to: 4 November 2015

Senator Paschal Mooney
Seanad Eireann

Dear Senator Mooney

I recently viewed your speech about young girls and women in Ireland suffering adverse events after Gardasil
human papillomavirus (HPV) vaccination.! It is heartening to see a politician speak out so passionately for those
people who are enduring health problems after the implementation of this very questionable vaccine product.

| do not agree with your concession that HPV vaccination is “a benefit, it's shown as a benefit”.? As yet we do not
have an independent and objective review of HPV vaccination’s supposed benefits, it will be decades before
we know the outcome of fast-tracked universal HPV vaccination.

In the meantime, international victim support groups such as SaneVax® provide a record of young women
who have suffered after HPV vaccination. Around the world negative stories about HPV vaccination continue to
emerge, e.g. in Scotland* ®, the United Kingdom®, Denmark’ 8, Colombia®, Japan??, the United States!!, Canada’?,
Indial3, New Zealand!* etc. When negative stories appear the medical/scientific establishment often intervenes to
stifle discussion on the matter, as can be seen by the backlash against the Toronto Star’s report “A wonder drug’s
dark side”, which was subsequently censored?®, and attacks on US journalist and TV host Katie Couric, who
presented personal stories from mothers who claim their daughters suffered serious harm after HPV vaccination (one
girl died)?.

As you know Senator Mooney, in Ireland the R.E.G.R.E.T. support group has been set up by parents of Irish teenage
girls who have developed serious health problems after Gardasil HPV vaccination. This group is trying to get help for
their daughters and raise awareness of the safety issues surrounding HPV vaccination. The group feels the
information provided by Ireland’s health services (the HSE) is incomplete and biased, downplaying the safety issues
while exaggerating the HPV vaccine’s effectiveness.'” This group has had some attention in the Irish media, for
example the articles “HPV vaccine support group concerned at side-effects”18 and “Concerns over cervical
cancer vaccine in Ireland”?®,

A member of R.E.G.R.E.T., nurse Fiona Kirby, claims her daughter suffered “horrendous adverse effects” after being
vaccinated with the Gardasil HPV vaccine and now needs permanent care. Ms Kirby has initiated legal action
against the use of the Gardasil HPV vaccine in Ireland, as reported in The Irish Times on 2 November 20152,

Senator Mooney, Australia was the first country to implement a funded national HPV vaccination program with
Gardasil added to the National Immunisation Program from April 2007?1. The implementation of HPV vaccination
in Australia occurred in very dubious circumstances, with political interference in the approval process for
this vaccine product.?? This provides an illuminating case study of the way politicians are manipulated into
implementing taxpayer funded medical interventions of questionable value.

Subsequent to the fast-tracked implementation of HPV vaccination in Australia, in a domino effect, HPV
vaccination has been rolled out around the world, with many millions of children being vaccinated with this
still experimental vaccine product.

HPV vaccination of all adolescents is now set to become compulsory in Australia to access financial
inducements, if the Australian Federal Government’s controversial No Jab, No Pay Bill is passed by the
Senate.?®> The No Jab, No Pay Bill contravenes the obligation for ‘valid consent’ before vaccination.2* The Australian
Federal Government is currently being challenged by many concerned citizens about the impact of this Bill on human
rights.25 26

HPV vaccination is seen as an Australian ‘success story’, with the co-inventor of the technology enabling the HPV
vaccines, lan Frazer, being named ‘Australian of the Year’ in 2006%7. At that time many people, including politicians,
were swept away by the idea of what was then misleadingly described as a ‘cervical cancer vaccine’?®. The long-
term uncertainties about the effectiveness and safety of this vaccine product were not properly considered
by decision-makers.
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Gardasil HPV vaccination was originally rejected for addition to the Australian National Immunisation
Program Schedule by the Pharmaceutical Benefits Advisory Committee (PBAC) in 20062°, a decision that was
overturned within 24 hours after interference by then Coalition Prime Minister John Howard in the run-up to
the 2007 federal election, when Gardasil vaccination was implemented for girls.3¢ 3!

In July 2012 then Labor Federal Health Minister Tanya Plibersek oversaw implementation of Gardasil vaccination for
boys with enthusiastic public support from lan Frazer.32 In his official message of support for the funding of the
national HPV vaccine program for boys®, lan Frazer failed to declare his conflict of interest, i.e. that he receives
royalties from the sale of HPV vaccines in the developed world.3*

The basis for mass vaccination with the Gardasil HPV vaccine to prevent cancers such as cervical cancer is
highly questionable. | suggest Gardasil HPV vaccination should not be on the taxpayer funded schedule, and
that the fast-tracked implementation of this still experimental vaccine product in 2006/2007 should be subject
to an investigation.

A report evaluating HPV vaccination in Australia acknowledges that: “Australia has one of the lowest rates of
incidence and mortality from cervical cancer in the world.® In 2008, there were 9 cases of cervical cancer per
100,000 women of all ages, and in 2007, the age-standardised mortality rate from cervical cancer was 2
deaths per 100,000.%¢ These are the lowest rates observed to date. Cervical cancer in Australia now occurs
predominantly in unscreened or under-screened women.”%’

Gardasil Consumer Medicine Information approved by the Therapeutic Goods Administration (TGA) in Australia
acknowledges Gardasil will not protect against all HPV types, and women will need to continue to follow their
doctor or health care provider’s instructions on regular Pap tests.3 (Cervical screening is scheduled to change
to 5-yearly HPV testing from May 2017.%°) The implementation of HPV vaccination may give young women the false
impression they are fully protected by this vaccine, which may lead to a fall in appropriate screening.

A Cancer Australia Fact Sheet acknowledges that cervical cancer is uncommon, and that “since the introduction of
the National Cervical Screening Program in 1991, the number of new cases of cervical cancer for women of
all ages almost halved to 2005, and mortality also halved from 1991 to 2006”.4°

The Australian National Cervical Screening Program (NCSP) website notes: “Most people will have HPV at some
time in their lives and never know it...Most HPV infections clear up by themselves without causing any
problems. While the NCSP says: “Infections can cause cervical abnormalities, which, if they persist, can lead
to cervical cancer” the NCSP notes “It is important to remember that most women who have HPV clear the
virus and do not go on to develop cervical cancer” and “For most women, their immune system will clear the
virus, similar to getting rid of a common cold.”#!

Even HPV vaccine entrepreneur lan Frazer admits the risk of cancer associated with HPV is very low, saying:
“Through sexual activity, most of us will get infected with the genital papillomaviruses that can cause cancer.
Fortunately, most of us get rid of them between 12 months to five years later without even knowing we’ve had
the infection. Even if the infection persists, only a few individuals accumulate enough genetic mistakes in
the virus-infected cell for these to acquire the properties of cancer cells.” (My emphasis.) (lan Frazer made
this statement in his article promoting HPV vaccination, i.e. Catch cancer? No thanks, I’d rather have a shot!,
published on the Australian government and university and CSIRO-funded The Conversation website in July 2012,42
at the time Gardasil HPV vaccination was being introduced for boys in Australia®3.)

lan Frazer admits only “a few individuals accumulate enough genetic mistakes in the virus-infected cell for
these to acquire the properties of cancer cells”.

Given the admitted low risk associated with HPV and cancer, | question whether it is justifiable to compel
children to have HPV vaccination.

In the same article lan Frazer states cervical cancer “kills over 250,000 women world wide every year”.#* No
evidence is provided by lan Frazer to support this statement. In Australia an estimated 245 deaths were attributed to
cancer of the cervix for the year 2014.45 As stated previously, the risk of cervical cancer has been steadily decreasing
in Australia since 199146, Between 1982 and 2014 cervical cancer was one of the cancers showing the greatest
percentage-point decrease in incidence, from 14.2 to 7.0 per 100,000%. In the same period, the age standardised
mortality rate of cervical cancer decreased from 5.2 to 1.8 per 100,000.48 Cervical cancer is listed as 19t on a list of
the estimated 20 most common causes of death from cancers for females in 2010%° and 2014%°.



In his promational article for HPV vaccination, lan Frazer says “we need to make sure it's used globally, to prevent
this second most common cause of cancer death in women”s.. (My emphasis.) Again, no evidence is provided
by lan Frazer to support his statement that cancer is the “second most common cause of cancer death in
women”. | question lan Frazer's use of alarming statistics in his article as it appears cervical cancer is 19" on the
list of deaths from cancer for women in Australia®2.

Claims about the global prevalence of cervical cancer are being challenged. For example Allyson Pollock and
colleagues examined a series of claims made by international health charity PATH about cervical cancer in India,
among them that “in raw numbers, India has the largest burden of cancer of the cervix of any country worldwide”.53

Allyson Pollock explains: “The aim of our study was to look at whether data on cervical cancer in (India) justify the
introduction of HPV vaccination...We found that current data on cervical cancer incidence do not support
PATH'’s claim that India has a large burden of cervical cancer...Neither the epidemiological evidence nor current
cancer surveillance systems justify the general roll out of an HPV vaccination programme in India or in the two states
where PATH was conducting its research...It’s important to compare the burden of cervical cancer in India to
other major health concerns, such as primary care, malaria, maternal anaemia and malnutrition, and consider
best use of financial resources...HPV vaccine which is among the most expensive vaccines on the market is
not justified as a health care priority for India.”> (My emphasis.)

In his article promoting HPV vaccination, lan Frazer also infers that the implementation of HPV vaccination will
unequivocally prevent death from cervical cancer.5> The public is being seduced by exaggerations of the
effectiveness of HPV vaccination. For example lan Frazer is credited as being “The man who saved a million
lives”.%6 In fact there is no evidence that lan Frazer has saved any lives, it will take decades to know the
outcome of universal fast-tracked HPV vaccination®’ and this will require independent and objective
observation, which is not evident at the current time.

In the meantime, international victim support groups such as SaneVax®8 are now providing a record of young
women who have suffered after HPV vaccination. Around the world negative stories about HPV vaccination
continue to emerge, e.g. in Scotland®® 89, the United Kingdom®?, Denmark®2 63, Colombia®*, Japan®?, the United
States®6, Canada®’, India®8, New Zealand®, as well as Ireland? 71 72 etc. (In Australia there is little or no media
coverage of the worldwide controversy about HPV vaccination. The Murdoch Media has been running a campaign for
compulsory vaccination in Australia in its tabloid newspapers, i.e. the ‘No Jab, No Play’ campaign.” This aggressive
tabloid campaign for compulsory vaccination has now been adopted by the Australian Federal Government as
vaccination policy with the No Jab, No Pay Bill"4.)

In Australia, 3,386 adverse events after Gardasil HPV vaccination have been recorded in the TGA’s adverse
events database for the period 26 September 2006 to 15 July 2015.7

In regards to side effects/adverse events associated with medicines and vaccines, the TGA notes: “It is generally
acknowledged that adverse event reports are under-reported around the world, with estimates that 90-95% of
adverse events are not reported to regulators.”’® So there may be many more people adversely affected after
HPV vaccination than is currently recognised.

As you said in your recent speech Senator Mooney: “And there are many more out there, parents who probably
think their daughter is unique, and yet they are part of this growing pattern.”””

GP Deirdre Little has reported three cases of premature ovarian insufficiency after Gardasil HPV vaccination. In her
paper on this matter Deirdre Little notes: “The potential significance of a case series of adolescents with
idiopathic premature ovarian insufficiency following HPV vaccination presenting to a general practice
warrants further research. Preservation of reproductive health is a primary concern in the recipient target
group. Since this group includes all prepubertal and pubertal young women, demonstration of ongoing,
uncompromised safety for the ovary is urgently required...”’8

There is a welter of material in the often biased ‘peer-reviewed’ literature supporting HPV vaccination. Much of this
material is conflicted by industry funding and authors’ associations with vaccine manufacturers.” For
example a review published in The Lancet Infectious Diseases includes this interpretation: “Our results are
promising for the long-term population-level effects of HPV vaccination programmes. However, continued
monitoring is essential to identify any signals of potential waning efficacy or type-replacement.”® (My
emphasis.)



One of the authors of this review is Julia Brotherton who has been involved in the promotion of HPV vaccination since
at least 2003, and who has links with industry, e.g. CSL and Merck.8! Julia Brotherton is an author of Planning for
human papillomavirus vaccines in Australia: Report of a research group meeting, published in June 2004.82 |n
the acknowledgements of this report it is noted: “We would like to thank CSL Pharmaceuticals and
GlaxoSmithKline for their support in facilitating this meeting...” This report was co-authored with Peter Mclintyre,
who is currently an ex-officio member of the Australian Technical Advisory Group on Immunisation (ATAGI).83 The
ATAGI Conflict of Interest document notes Peter Mclintyre has been associated with grant funding from GSK, Pfizer,
Novartis, Sanofi, bioCSL, Baxter, Merck, Janssen & Janssen (Crucell), NHMRC, ARC etc.8* Peter Mcintyre is
Director of the National Centre for Immunisation Research & Surveillance (NCIRS)®. Peter Mcintyre was also on the
Working Group for the publication The Science of Immunisation: Questions and Answers published by the Australian
Academy of Science with funding from the Department of Health and Ageing.8® Peter Mclintyre was also involved in
co-ordinating the Evaluation of the National Human Papillomavirus Vaccination Program — Final Report.8”
Peter Mclintyre is part of the very powerful ‘vaccination clique’ in Australia.

It is concerning that people such as Julia Brotherton and Peter McIntyre, who have associations with
industry, and who may also have an ideological and career interest in ‘proving’ the benefits of HPV
vaccination, are also the ones evaluating the effectiveness of HPV vaccination. Personally | have no
confidence in their objectivity on this matter. I've also become very cynical about the often industry-associated ‘peer-
reviewed literature’. Even The Lancet’s editor, Richard Horton, has confessed that: “Journals have devolved into
information laundering operations for the pharmaceutical industry.”s8

| suggest it is essential that any individuals undertaking systematic reviews of the literature, or other evaluations
supporting the use of pharmaceutical products, e.g. HPV vaccine products Gardasil and Cervarix, demonstrate they
have no conflicts of interest in the matter. It is important that we have a critical and objective review of often
conflicted literature, which must also be open access, i.e. not behind journal paywalls.

A recent article in the UK media about girls suffering adverse experiences after HPV vaccination, includes negative
comments about HPV vaccination from British epidemiologist Tom Jefferson, a global authority on vaccine trial
evidence associated with The Cochrane Collaboration.8® In the article Tom Jefferson says: “The HPV vaccine’s
benefits have been hyped and the harms hardly investigated...The reason for introducing vaccination against
HPV was to prevent cancer...but there is no clinical evidence to prove it will do that. We have to tread a very
careful line, weighing the potential benefits and harms that a vaccine may cause. With HPV, the harms have
not been properly studied...It is extremely difficult to publish anything against HPV vaccination. Vaccines
have become like areligion. They are not something you question. If you do, you are seen as being an anti-
vaccine extremist. The authorities do not want to hear ‘side-effect’”.°° (I suggest Tom Jefferson’s comments
are relevant to both the Gardasil and Cervarix HPV vaccines.)

The article notes Tom Jefferson is “highly critical of the drug company funded clinical trial data that is used to
justify the use of mass vaccination” and adds that “pharmaceutical companies may hide negative results deep
in their trial data and hugely inflate the benefits”.%!

In regards to the possibility of type/strain-replacement, in an article published in New Scientist in September 2011
Charlotte Haug questions: “...what effect will the vaccine have on the other cancer-causing strains of HPV?
Nature never leaves a void, so if HPV-16 and HPV-18 are suppressed by an effective vaccine, other strains of
the virus will take their place. The question is, will these strains cause cervical cancer?”?

Also refer to other articles by Charlotte Haug questioning HPV vaccination, i.e. Human Papillomavirus Vaccination
— Reasons for Caution® and The Risks and Benefits of HPV Vaccination®

It is my strong suspicion that in many instances ‘legally valid consent’ is not being properly obtained before
HPV vaccination, and that children and their parents are unaware they are being used as guinea pigs for this
still experimental vaccine product. Children and their parents are not being properly informed of the low risk of
cancer associated with the HPV virus, and the possibility of waning efficacy or type/strain-replacement with the use of
HPV vaccines, and the implications this may have. The long-term consequences of this vaccine product are
unknown and yet this vaccine will be compulsory for all adolescents in Australia to access government
financial benefits if the No Jab, No Pay Bill is passed.

Gardasil HPV vaccination for girls was fast-tracked in Australia under very questionable circumstances when
Tony Abbott was Federal Health Minister in 2006.



The Gardasil HPV vaccine was originally rejected by the Australian Pharmaceutical Benefits Advisory
Committee (PBAC) “on the basis of uncertainty about duration of effect and unfavourable cost
effectiveness”®. A media release issued by Tony Abbott’s office at the time states: “(PBAC) has not
recommended the human papillomavirus vaccine (HPV), marketed by CSL as GARDASIL® for listing on the National
Immunisation Program at this time....PBAC has advised that there was a lack of information in CSL’s
application on how long the vaccine remains effective, whether a booster would be needed and if so, how to
determine the right target group for the follow up. The PBAC was also not provided with enough information
on the long term effects of the vaccine on the incidence of cervical cancer. The PBAC also found that it is
not cost effective for taxpayers at this time to fund GARDASIL® on the National Immunisation Program at the
price proposed by CSL..."¢ (My emphasis.)

In their paper The Australian funding debate on quadrivalent HPV vaccine: A case study for the national
pharmaceutical policy, Elizabeth Roughead et al note: “Within the first 24h of the decision (to not recommend
Gardasil) becoming public it was condemned by the leader of the opposition, the opposition health
spokesperson, 22 women senators of both parties and the Queensland government. All called on the
government to intervene. “Federal opposition health spokeswoman Julia Gillard said a Labor government would
overturn a decision” 7. Opposition Leader Kim Beazley urged Mr Howard to intervene so the PBAC would reverse its
decision”%8. “The Queensland deputy premier said “frankly the Health Minister Tony Abbott, in all conscience has to
intervene”®®. In what would appear to be an unprecedented move, the Queensland government published a full-page
advertisement in the Sunday Mail, which was “an open letter to Mr Howard seeking a commitment to include the
vaccine in the National Immunisation Scheme as soon as possible”1®. The group of 22 female senators also wrote
to Mr Abbott, asking him to “intervene” on the PBAC’s decision.”10! (My emphasis.)

Roughead et al also note “Experts, who were not necessarily independent, also disputed the PBAC decision.
Dr Gerry Wain, who was usually cited as Westmead Hospital gynaecology director or NSW cervical screening
program scientific director, but rarely acknowledged as the chair of CSL’s Gardasil® advisory board, said “They
clearly don’t value the lives and health of Australian women, especially young, poor women who can’t afford to buy it
but need it most”.192 (My emphasis.)

Commenting on the 22 female senators who interfered and helped overturn the PBAC’s approval processes in
regards to Gardasil HPV vaccination, Julie Rowbotham, the Sydney Morning Herald’s Medical Editor at the time, said:
“The senators want Gardasil hurried onto a national program on the grounds that you can’t put a price on
someone’s life. But if they succeed in bending the cost-effectiveness rules, they will effectively be setting
the lives of women who develop cervical cancer above those of people who happen to be afflicted by
different fatal diseases and miserable illnesses. That is offensive.”1%

Rowbotham also noted: “The advisory committee’s concern that booster shots may be needed in future is not a
trivial quibble. Duration of protection is a critical issue when the aim is to achieve lasting human
papillomavirus immunity and it is central in determining a reasonable price for the vaccine now.”104

The concern about the need for ‘booster’ shots is an important consideration. The current example of the
apparently defective acellular pertussis (whooping cough) vaccine, which may actually be causing new
strains of the disease to develop!®, and spreading the disease via vaccinated individuals'®, and the
inexplicable recommendations for repeated ‘boosters’ throughout life'®” with this defective vaccine, also
raises the alarm about the future of still experimental HPV vaccination. The recently published research which
indicates some vaccines might support the evolution of more virulent viruses1%, and the reported early waning of
maternal antibodies in infants born to measles-vaccinated mothers!® also give food for thought for those capable of
thinking about the ‘big picture’.

There is much that is unknown about the long-term effects of vaccination, hence we should exercise caution
in implementing new vaccine products for diseases which pose little serious risk for the majority of the
population, and which take away health funding from other more effective health strategies. (I suggest we
should also be considering if an over-use of vaccine products may have long-term repercussions similar to the over-
use of antibiotics and the rise of superbugs!!?. Are there any independent and objective academics in the area of
infectious diseases capable of considering this possibility, or are all the academics in this area too busy carrying out
clinical trials of vaccine products for vaccine manufacturers?)

After the PBAC's initial rejection of Gardasil, and subsequent lobbying by advocates for the vaccine, including
senators and other politicians, and vested interests, it took just 24 hours for then Prime Minister John Howard to
intervene and deliver “sparkling prime ministerial endorsement to Gardasil” along with a clear direction to then
Health Minister Tony Abbott, “that the immunisation program should proceed. And pronto.”1%!



Marion Haas provides some commentary on the Australian Government’s interference with the PBAC’s initial rejection
of Gardasil, noting Prime Minister Howard “intervened personally by announcing that the drug would be
subsidised (i.e. listed) as soon as the manufacturer offered the right price. The PBAC subsequently
convened a special meeting and recommended that Gardasil be listed on the PBS” 112

Haas notes government reaction which results in reversal of PBAC decisions has: “the potential to send signals to
manufacturers and lobby groups that a decision made by the PBAC may be reversed if sufficient public
and/or political pressure is able to be brought to bear on the PBAC...this may undermine the processes used
by the PBAC to determine its recommendations and hence the perceived independence of the PBAC.”113

Marion Haas et al provide further analysis in their paper Drugs, sex, money and power: An HPV vaccine case
study. Their analysis of HPV vaccination implementation in seven industrialised countries, including Australia, shows
that these countries “approved the vaccine and established related immunization programs exceptionally
quickly even though there still exist many uncertainties as to the vaccine’s long-term effectiveness, cost-
effectiveness and safety” and that “some countries even bypassed established decision-making processes”.
Haas et al also note the voice of special interest groups was prominent in all countries, “drawing on societal values
and fears of the public”.114

Haas et al warn: “It is important that decision-makers adhere to transparent and robust guidelines in making
funding decisions in the future to avoid capture by vested interests and potentially negative effects on
access and equity.”5 (My emphasis.)

After the Australian Government’s interference in this matter, other countries adopted HPV vaccination?8,
resulting in billions of dollars’ worth of sales for the makers of the HPV vaccines, i.e. Merck (Gardasil) and
GlaxoSmithKline (Cervarix)!'’, and royalties for entrepreneurial scientist lan Frazer from sales of HPV
vaccines in developed countries!*®, and for CSL which receives royalties from sales of Gardasil**®.

| suggest former Prime Minister John Howard made a very big blunder when he submitted to the lobbying of
senators, other politicians and vested interests, and overturned the PBAC's initial rejection of the Gardasil
HPV vaccine in 2006. The questionable fast-tracking of still experimental Gardasil HPV vaccination in Australia and
around the world is a very illuminating case study of the way politicians are manipulated into implementing taxpayer
funded medical interventions of questionable value. This is particularly alarming when such questionable
medical interventions are being made compulsory via the Australian Federal Government’s No Jab, No Pay
Bill.

The addition of the Gardasil HPV vaccine to the Australian taxpayer funded national vaccination schedule is
highly controversial and raises questions about what level of disease risk justifies mass vaccination. lItis
wrong that the Australian Federal Government will compel children to have this vaccine product to access
government financial benefits. In my submission to the Senate review committee re the No Jab, No Pay Bill, |
have requested an urgent review of industry and politically motivated Gardasil HPV vaccination in
Australia.*?

Senator Mooney, as | have demonstrated, the fast-tracked implementation of universal HPV vaccination is
highly questionable. Citizens in Ireland need to be informed of the controversial historical background on
this matter.

Yours sincerely

Elizabeth Hart
http://over-vaccination.net/

Postscript: On the subject of questionable vaccine implementation, it appears the Bexsero meningococcal B
vaccine is shaping up to be the next Gardasil. Despite the fact the vaccine for this rare disease'?! has been
rejected three times by the Pharmaceutical Benefits Advisory Committee (PBAC) 1?2, members of the powerful
‘vaccination clique’ in Australia continue to agitate for this vaccine to be added to the schedule.'?®> The Bexsero
meningococcal B vaccine, which is now owned by GlaxoSmithKline!?4, has been forced onto the NHS vaccination
schedule in the UK recently after a similar process of initial rejection by the Joint Committee on Vaccination and
Immunisation, and subsequent publicity and strong lobbying of MPs to overrule the decision.125)
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