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LETTERS
WHO PROFITS FROM UNCRITICAL
ACCEPTANCE OF BIASED
ESTIMATES OF VACCINE EFFICACY
AND SAFETY?

TABLE 1—Age-Adjusted Rate of Adverse Reactions (ADRs) Related to Gardasil
Compared With All Other Vaccines in the United States Reported to the Vaccine
Adverse Event Reporting System (VAERS) as of March 25, 2012.
Events

We read with great interest the analysis by
Mello et al.1 on how Merck & Co., Inc. (Merck)
inﬂuenced state human papillomavirus (HPV)
vaccination policymaking. The exclusive reliance on Merck for scientiﬁc information on
behalf of the legislators is unfortunate, especially in the light of independent research
which has repeatedly warned that drug companies may manipulate clinical trial designs
and subsequent data analysis and reporting
to make their drugs look better and safer.2---4
Indeed, careful scrutiny of Gardasil clinical
trials shows that their design, as well as data
reporting and interpretation, were largely
inadequate.4---6
Given this, the widespread public optimism
regarding Gardasil’s clinical beneﬁts appears
to rest on an extremely weak base built on
a number of untested assumptions and significant misinterpretation of factual evidence.
For example, the claim that Gardasil vaccination will result in approximately 70% reduction of cervical cancers7,8 is made despite
the fact that the clinical trial data have not
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All
Serious
Deaths

Gardasil, No.

All Vaccines, No.

Gardasil ADRs, %

14 616

31 713

46.1

1272

2077

61.2

37

58

63.8

Life-threatening

289

444

65.1

Permanently disabled

468

572

81.2

Prolonged hospitalization

172

229

75.1

6892

12 927

53.3

Emergency room visit

Note. The VAERS Internet database (http://wonder.cdc.gov/vaers.html) was searched using the following criteria: (1) gender
(female); (2) age (16–29 y [target group for HPV vaccines]); and (3) date range (2006-2012 [Gardasil postlicensure period]).
Compared with all other vaccines, Gardasil alone is associated with > 60% of all serious ADRs (including 63.8% of all deaths
and 81.2% cases of permanent disability) in females younger than 30 years. In context, while females in this age group have
a near-zero risk of dying from cervical cancer, they are faced with a risk of dying and a permanently disabling condition from
a vaccine that has not prevented a single case of cervical cancer thus far. For a vaccine with uncertain benefits designed to
prevent a disease that is preventable through Papanicolaou screening combined with the loop electrosurgical excision
procedure, which together carry no such risks, the potential for harm to those vaccinated should be negligible.

demonstrated to date that the vaccine has
actually prevented a single case of cervical
cancer (let alone cervical cancer death),4 nor
that the current overly optimistic surrogate
marker---based extrapolations are justiﬁed.6
A second equally fallacious claim is that lifelong protection arises from three vaccine
doses,7,8 although clinical trial follow-up data
do not extend beyond ﬁve years.9 The third
claim is that Gardasil may induce only minor
side effects of negligible clinical importance,7,8
although such conclusions are only supported
by highly ﬂawed safety trials design.4,10 Additionally, we note evidence of biased and selective reporting of results from clinical trials,
that is, exclusion of particular vaccine efﬁcacy
ﬁgures from peer-reviewed publications, such
as those related to study subgroups in which
efﬁcacy might be lower or even negative.4,5
All of the above issues suggest that the
information presented by Merck to the public
and the various state legislators concerning
Gardasil safety and true prophylactic value
were incomplete and inaccurate and thus inevitably misleading, particularly in light of
data from various vaccine safety surveillance
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systems and case reports that continue to raise
signiﬁcant concerns regarding the safety of
Gardasil (Table 1).4
Keeping in mind that “the primary interest
of a pharmaceutical company is developing and
selling pharmaceutical product,”1 one must
ask whether rational vaccine policy decisions
should be based on conclusions derived from an
uncritical acceptance of ﬂawed vaccine safety
and efﬁcacy estimates provided by the vaccine
manufacturer. Failure to adhere to principles of
evidence-based medicine with respect to Gardasil promotion and vaccination policymaking
inevitably raises the question of whether we
have learned anything from the Vioxx debacle.
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