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An Interview with Dr. Diane M. Harper, HPV Expert

Posted: 12/28/00 06:14 PMET

Throughout my examination of the Gardasil vaccine, there has been a steady fliow of information, disinformation, and new
developmerts. in my opening arficle, | wrote about the mandatory ruling in July of 2008 by the U8, Citizenship and Immigration
Senvices (USCIS) that would require all female green card applicants and immigrants between the ages of 11-26 to receive the
Gardasﬂ vaccine. As of December 14 20()9 that m{:ng was reversed.
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; in the farger corversation, perhaps no one professaonai has been quoted, and misquoted, more frequently than Dr. Diane Harper,
i The recipient of a Masters Degree in Public Health, Dr. Hamer is a Professor and Vice-Chair of Research at the University of
. Missouri-Kansas City School of Medicine, specializing in Community and Family Medicine, Obstetrics and Gynecology,
Bsomfonp_aﬁcs and Personaltzed Medicine.
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Dr. Diane M. Harper

I first contacted Dr. Harper in September 2009 fo get a primer on the Gardasil vaccine, and to gain insight
into the issues that were being raised about the marketing and the safety of the vaccine, In addition fo the
questions that | raised this month with Dr. Harper, | asked her to contribute a staterment that would clearly
elucidate her point of view in her own words. She sent me what follows V’ia e-mail.

"The most important point that i hava always said from day one, is that the use of this vaccine must be done with informed consent
and complete disclosure of the benefits and harms of Pap screening and HEY vaccines, The decision to be vaccinated must be the
wornar's (or parent's if it is for & young child), and not the physician’s or any board of health, as the vaccination containg personal
risk that orly the person can value.
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* As allof the !nfonnatson in the Unlted States concemed Gardasil, since that was the on!y vaccine approved in the U S fmm June
2006 until this past Ociober 2008, my commenis have been focused on Gardasil.

My points are as follows:

The Benefits of Pap Screening:

« Individual benefit fo detect early precancers.

+ Public health benefit. Only when 70% of the population has been screened will the population incidence of garvicsl cancer drop.
« Pap tests do not kilt or handicap.

The Harms of Pap Screening:

= Screening must be repeated throughout a woman's fife. One screen is not sufficient to protect her from cervical cancer.

» False negative rate of cyfology screening: Among the women who develop cenvical cancer in the U.S., 30% are women who have
been routinely screened, and all their Paps have been normal.

« False positive rate of cylology screening: Women who screen abnormal are psychologically upset, andous and left doubting the
medical process (i.e. Her Pap was abnormal, but her colposcopy and biopsy were normal, with no explanation why her Pap was
abnormal).

« Quslity of life harms: Women with abnormal Paps have anxety as high as women diagnosed with cenical cancer undergoing their
surgical treatment, The stress of going to colposcopy and biopsy can be high for many women. The contemnplation of & cenvigal
biopsy and a scraping of the endocenvical canal can lead to fear of pain.
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+ Relationship harms: Once women are told they have an abnormal Pap and that the Pap is abnormat because of a STD called
HPV, most relationships are stressed as the pariners attempt to understand who brought the infection to the relationship.

* Excisional treatments for detected precancerous lesions cause preterm deliveries in subsequent pregnancies, with concomitant
low birth weight infants (which puts the infant at risk for fife}. In addition, scaming from the reatments lead to an increased cesarean
section defivery method (as the cenix does not dilate normally due to scarring from prior excisions). These reproductive morbidities
ocour between 70%-300% more often in women with excisions.

+ Recurrence of HPV associated cendcalfvaginalfanal cancers at a rate of 3-12 times higher than those women who never had a
cervical cancer precursor of cancer. These recurrences happen around ten years after reatment with peak recurrences between
ten and twenty years from the intlial reatment,

The Benefits of HPV vaccination:

+ Cervarix profects against five cancer-causing fypes of HPV, which lead to CIN 2+ (precancers and cancers).

+ Gardasil protects against three cancer-causing types of HPV, which lead to CIN 2+ (precancers and cancers),

* Gervarix-induces antibody titers for HPV 16 and 18 that are at least ten foid higher than natural infection fiters; the antibody titers
for the other three cancer causing types (HPV 31, 45, 33} are also significantly higher than ratural infection titers, and the titers stay
high for at least 7 4 years - lasting the longer of either vaccines.

* Gardasil only maintains antibody titers for HPV 16 (not 18, not 11, not 6) at five years, making the true long lasting (five years)
coverage of Gardasil only for one type of cancer causing HPV.

* ¥ vaccination occurs within one year of the gnset of sexuat activily, there wilt be 57/1000 cases of all CIN 2+ types and persistent
HPV 16/18 infections prevented, as compared fo only 17/1000 cases preverted if virgins are vaccinated.

The Harms of HPV Vaccination:

+ Duration of efficacy is key to the entire question. If duration is at least fifteen years, then vaccinating 11-year-old girls will protect
them urdil they are 26 and will prevent some precancers, but postpone most cancers. ¥ duration of efficacy is less than fifkeen years,
then no cancers are prevented, only postpaned.

+ Safely: There is at least one werified case of auto-immune initiated motor neuron disease declared triggered by Gardasil
[presented by neurologists at the 2009 American Newclogical Association mesting in Balimore, Mandand). There are serious
adverse events, including death, associated with Gardasit use.

* No popuiation benefi{ in reduction of cenvical cancer incidence in the United States with HPV vaccination as long as screening
continues.

* Incidence rate of cervical cancer in the United States based on screening is 7/100,000 women per year.

* Incidence rate of cervical cancer if women are only vaccinated with Gardasil is 14/100,000 per vear (twice the rate of cenvical
cancer if young women vaccinated with Gardasil do not seek Pap testing at 21 years and the rest of their life).

* incidence rate of cenvical cancer with Cervarix vaccination is 9/100,000 per year— better than with Gardasil, but still more than with
screening alone.

+ Incidence of cenical cancer without screening and without vaccination is nearly 80/100,000 per year. The combination of HPV
vaccine and screening in the U.S. will not decrease the incidence of cervical cancer to any measurable degree at the population
level. Those women who do not participate in Pap screening, and who are vaccinated, will have some personal benefit for five
years for Gardasil and 7.4 years for Cervarix (maybe longer), but they wili not affect the population rates.

Boosters for Gardas# after antibodies wane makes the cost of vaccination escalate significantly, and cause implementation
challenges to reach those women who might want to be revaccinated.”
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Questmns

Can you explain what your role as a "principal investigator (Pl) for clinicat vaccine trials" for Merck (Gardas#} and
GlaxoSmithKline (Cervarix) entailed?

"Principal investigator means that I was responsible for assembling a research team to recruit participants, deliver the health

care during the study, collect biological specimens at the correct time, and retain subjects over the entire time frame of the

study. After the data collection is complete, I have 2 professional/medical/clinical obligation to review the data for

interpretation, comment and publication. There are instances when industry will exclude a PT from participating in the data
publication process. In total, for Merck and GSK, our team enrolled and followed neaﬂy 3000 women in these studles We have ,/
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been participating in these 5&@5_ s early as1997 when.th
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you recelved no compens
refahonsh:p with these companies?
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"The imstitutions at which I conducted the clinical trials were reimbursed for the costs of conducting the trials. I received no
direct money for conducting the trials. I was a consultant for both GSK and MERCK, for which I was paid."

The public has identified you as a doctor knowledgeable about HPV and the vaccines, potentiaily without an agenda.
Can you expfain what you support about the Gardasil vaccine and what you see as its faults?

T am an international expert in HPV science, its vaccines, its clinical disease and treatment. 1 have persanaﬂy seen tens of
thousands of women with abnormal Pap smears and have a referral clinic/ office that includes women coming from all continents
of the world to consult fc;r my opinion on their personai care.

Gardasnl offers sexually active women, who do not cirrently have HPV 6, 11, 16, or 18 irfections, protection from genital warls and
CIN 2+ disease for five years. If the vaccinated person is not sexually active during the five years of its efficacy, then the vaccine has
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not protected her from disease (as we do not have evidence that Gardasil offers efficacy any longer than five years). ks faults
" include tiny antibody fiters for alt HPV {ypes other than HPV 16; limited protection; limited duration of efficacy; and safety concems
as outlined in my opering staternent).”
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S}“éu“‘&mﬁi‘ﬁéﬁt‘”w ’fﬁwdlsconnect betwaen the fact that efficacy was proven onfy m !he 1626 yearold dernwgraphfcw”‘“‘*
yet Gardasil is being approved for those in the 9-26 year old demographic.

i
"Immunologically, the disconmect is explamed by two studies. One study in the 16-26 year old women showed both antibody L
titers and efficacy. The second study in g-15 year olds showed similar antibody titers to those induced in 16-26 year olds where i
efficacy was seen. Hence, the inference is that efficacy must exist in g-15 year olds. The faolt in this logic is that g-15 vear olds
may not be exposed to the virus until after the vaccine has waned.”
Do you believe that the Gardasil vaccine, as it currently stands, could present more risks to a young giri or woman than ;
the possibility of cervical cancer?
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"Pap smears have never killed anyone. Pap smears are an effective sereening tool to prevent cervical cancer. Pap smears alone {
prevent more cervical cancers than can the vaceines alone.
Gardasil is associated with serious adverse events, including death. if Gardasil is given fo 11 year olds, and the vaccine does not |
last at least fifieen years, then there is no benefit - and only risk - for the young gif. Vaccinating will not reduce the population |
incidence of cervical cancer if the woman continues to get Pap screening throughout her life.

¥ a woman is never going to get Pap screening, then a HPV vaccine could offer her a better chance of not developing cenvical
cancer, and this protection may be valued by the woman as worth the small but real risks of serious adverse events. On the other
hand, the woman may not valus the protection fom Gardasil as being worth the risk knowing that 1) she is at low risk for a
persistent HPV 1nfectioﬂ 1and 2) most  precancers can be detected and treated successfulty It is em:retya personal vaiue 3ud mi %‘i .
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Has the onginai Gardasnl marketing campaign of one less™ muddied the watets and misinformed the public, who

heretofore believed that a Pap smear was sufficient to protect them from cervical cancer?

i,

"If women were participating i1 Pap screening, or if as a parent you edueated your daughter to seek Pap screening at the
appropriate age {21 years) for her entire life, then she would bave been very uniikely tobe at risk for being "one” and would not
be "one less.” She would not have been "one” to begin with!

f Yes the mafketangpaagn was demgned o incite the greatest fear possible in pafents so that there would be uptake of the &
i vaccine. ¥ parents and girls were told the benefits and harms of Pap screening and HPV vaccines as described abowe, an |
| informed and valued decision would have been able to be made. Many may have chosen to continue with a lifetime of Pap

E screemng and forgo the vaccines, with the unknowns of duration of efficacy and safety unable fo be answered for many more !f

years.”
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Are the protocnfs of the CDC and VAERS (Vaccine Adverse Event Repomng System) pmperly processing reports of
adverse reactions and deaths due to the vaccine? What do you see as the weak link in the VAERS system of collecting
data?

"VAERS is biased in both directions, not allowing any veritable conclusions to be drawn about vaccine safety. If an association
with an adverse event is detected statistically, there is not enough information collected in VAERS to determine causation,
which is a muiti-step process. Likewise, if no association with an adverse event is detected statisticaily, there is not enough
information to reassure the public that no serious adverse events oceur. With our new health care reform, we need to budget
money to collect true registries of vaceinated mdmduals and what happens to them after vaccination sothat appropnate

conclusions M%M"
rCould you © the content and context of the statements that you made at the 4&%@ Eniematsonai Public Cenference
on Vaccination in October 2009, which have been so widely read and misquoted? Specifically the reported quote, “The
rate of serious adverse effects is greater than the incidence rate of cervical cancer.”

"T'he rate of serious adverse events reported is 3.4/100, 000 doses disiributed. 'The current incidence rate of cervical cancer in

the United Btates is 7/100,000 women., This is what T sai

Should there be an informed consentifull disclosure statement that doctors are compefied to deliver t0 parents before

advising them about giving the injection to their daughters, stating that there are small but real risks of death

surrounding the administration of Gardasil? ?
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. "The informed consent/full disclosure as I described initially must be dxse]osedtg parents and young womsen. The questions
g"

gethng their Pap smears, uit;mate.lyv

should be raised, How do yoa want to ) prevent cervical canc eer" Pap scre ening?
%"D’ 617 think that those WHo Have received the HPV vaccine will become fax

leading to a greater rate of cervical cancer within the Umted States population?

"No one wants the mmdenc& of eerwcal cancer to mc;ease But there isa prob}em w1th women's understandmg of what Gardﬁsﬁ
offered them. Many vaccinated women have returned to me in dinic with more abnormal Pap tests and more HPV disease.

They are tremendously disappointed when told that Gardasil does not protect against all types of HPV, and that they are still at
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risk for cervical cancer.
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in answer to your question, Yes. Finland has shown us that even a lack of screerdng Tor five years, resuihng in less than 70% of the
population being screened, is enough to increase the population incidence rate of cervical cancer. Yes, there is a real risk that
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cervical cancer wilt increase in the U.S. if those women getting Gardasil do not realize that:
+ Gardasil will not protect them for flife

+ They can get other HPV infections that lead to cancer that are not covered by Gardasil

* They need to continue to have Pap tests throughout their lifetime”
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“Recent reports state that Gardasi may have tnggered NS (Multiple Sclerosis) in some girls receiving the vaccine. -What
are your thoughts on this?

"Neuralogists at the American Nearological Association have indeed eoncluded that Gardasil is temporally associated with
autoimmune attacks on the neurdlogic system. The range of neurclogic disorders is unknown.”
Can you point out specific "misstaterments”™ that Merck has promulgated about the Gardasil vaccine?

"Less misstatements, than incomplete statements. For instance, the cumulative incidence of HPV infections for women in the

U8, through the age of 50 years old is 80%. That statement is true. That statement infers that nearly every one is infected with
HPV at least one point in their life,

What is left out is that 95% of all HPV infections are clesred spontanecusly by the body's immune system. The remaining 5%
progress to cancer precursors, Cancer precursors, specifically CIN 3, progresses to invasive cancer in the following proportions:
20% of women with CIN 3 progress to invasive cenvical cancer infive years; 40% progress to cervical cancer in thirty years. There
is ample ime to detect and treat the early precancers and early stage cancers for 100% cure.

Other examples inchude inferences that Gardasit will last a fifeime, with no mention of boosters or lirited profection possible

Regarding wart protection promotion, there is no merdion that the data showed protection against genital warts in men for only a
2 4-year period of time,

Gardasil is not really a cervical cancer vaccine. The vaccine prevents HPV infection. not the development of cenvical cancer”
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_' final comments that yc.:.u. would like to make about the Gardasil vaccine?

“Until Merck funds a multi-ethnic efficacy study lasting at least fifteen years, the vaceine shonld be used primarily by women

within the first six years of their onset of sexual activity, to gain the most protection possible...if they choose to be vaccinated.
The women can alse choose to continue Pap screemng for thekr lifetime.
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Within the "first six years comes from the Naional CBHCEF nstiute da compi ed from the Guanacasie study (Rodngiez<first
author) that shows that the prevention rate is 32/1000 women, still much higher than the 17/1000 rate when vaccinating virgine who
go on to become sexually active, but less than the 57/1000 women if vaccinated within the first year of sexual activity,

Cervarix is the superior cenical cancer vacsing, in that it preverts five types of cancer causing HPV infections. Gardasil is the
superior vaccine in preventing HPV types causing genital warts,”

In the next installment, mothers speak out.
"Photo courtesy of the UMKC School of Medicine.”

This atticle orginally appeared on Empowher.
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Follow Marcia G. Yerman on Twitter: www twitter. com/mayernan
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