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Abstract

Background: Evidence-based medicine (EBM), as
defined by Sackett and colleagues, requires the in-
tegration of three equally necessary components:
the best available research evidence, individual clin-
ical expertise, and patient values and preferences.
All three of these components are seriously compro-
mised in current vaccination policy. Vaccine man-
dates, as implemented during the COVID-19 pan-
demic, explicitly eliminated the second and third
components—clinical expertise and patient auton-
omy—while relying exclusively on published re-
search evidence as justification. Yet that first com-
ponent is itself deeply unreliable. Widespread re-
producibility failures, systematic publication bias,
selective outcome reporting, and pervasive industry
conflicts of interest have so corrupted the published
literature that editors of the world’s most prestigious
medical journals have declared that much of it can-
not be trusted. The result is a policy framework in
which none of EBM’s three pillars is intact. This
narrative review examines (1) the principles of
EBM and how vaccine mandates deviate from them,
(2) the documented unreliability of published med-
ical research, (3) the ethical and legal frameworks
governing informed consent, (4) the historical prec-
edents of medical consensus errors, and (5) recom-
mendations for restoring EBM principles to vac-

cination policy.

Methods: A narrative review of the peer-reviewed
literature, regulatory documents, historical case
studies, and editorials from high-impact medical
journals was conducted. Sources were identified
through PubMed, MEDLINE, and the Cochrane Li-
brary.

Results: The peer-reviewed literature documents:
(a) unreliability in published clinical research, in-
cluding problems of reproducibility, publication
bias, and conflicts of interest, (b) significant indi-
vidual variability in vaccine risk-benefit profiles
based on age, sex, prior immunity, and comorbidi-
ties, (c) ethical and legal frameworks that recognize
the sanctity of informed consent, and (d) historical
examples of widespread medical harm resulting
from consensus-driven interventions that bypassed
individualized assessment.

Conclusions: Vaccine mandates, as currently im-
plemented, are incompatible with EBM. A restora-
tion of EBM’s three-component model that includes
the best available evidence, clinical judgment, and
patient autonomy is necessary to ensure that vac-
cination policy meets the ethical and scientific
standards of modern medicine.
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Introduction

Evidence-based medicine (EBM) is widely re-
garded as the gold standard of clinical practice.
From the time it was conceived in the early 1990s,
it has changed how clinicians evaluate research,
make treatment decisions, and communicate risks
and benefits to patients. Yet despite the prominence
of EBM rhetoric in medical education, public health
communication, and pharmaceutical marketing, the
basic principles underlying EBM are frequently
misapplied, selectively invoked, or abandoned alto-
gether.

Vaccine mandates represent one of the most con-
spicuous examples of how EBM principles are ig-
nored in contemporary medicine. These mandates
require individuals to receive specific vaccines as
conditions of employment, school enrollment, mili-
tary service, or participation in certain public activ-
ities, without individualized risk-benefit assessment
and without informed consent. The term “evidence-
based” is frequently used to justify these mandates.
Yet, as this review demonstrates, mandates elimi-
nate two of EBM’s three required components, and
the third component involves well-documented re-
liability problems.

This article is not an argument against vaccines. Ra-
ther, this review argues that the mandatory admin-
istration of vaccines without individualized clinical
assessment or respect for patient autonomy, violates
the basic principles of EBM and poses risks that of-
ten are not adequately acknowledged in policy dis-
cussions.

The present narrative review examines: (1) the
three-component model of EBM and how vaccine
mandates deviate from it, (2) the documented prob-
lems with published medical research, (3) evidence
for individual variability in vaccine risk-benefit ra-
tios, (4) the ethical and legal frameworks governing
informed consent, (5) historical examples of medi-
cal harm caused by enforcing consensus without in-
dividualized judgment, and (6) recommendations
for restoring EBM principles to vaccination policy.

The Three-Component Model of Evidence-
Based Medicine

The term “evidence-based medicine” first appeared
in the medical literature in 1991. (1) However, the
standard definition was established in 1996 by Da-
vid Sackett and colleagues in the British Medical
Journal. (2) They defined EBM as “the conscien-
tious, explicit, and judicious use of current best ev-
idence in making decisions about the care of indi-

324 https://doi.org/10.71189/J11IM/2026/V02N04A05

vidual patients.” Their definition emphasized that
EBM requires the integration of three components:

* The best available research evidence from sys-
tematic clinical investigation

* Individual clinical expertise: the proficiency
and judgment that individual clinicians acquire
through their clinical experience and practice,
and

» Patient values and preferences: the unique pref-
erences, concerns, and expectations that each
patient brings to a clinical encounter (2)

Sackett and colleagues were explicit that neither the
evidence alone, nor clinical expertise alone, nor pa-
tient preferences alone were sufficient:

“Without clinical expertise, prac-
tice risks becoming tyrannised by
evidence, for even excellent exter-
nal evidence may be inapplicable
to or inappropriate for an individ-
ual patient. Without current best
evidence, practice risks becoming
rapidly out of date, to the detriment
of patients.” (2)

This framework was further elaborated in subse-
quent literature. (3,4) Straus and McAlister noted
that critics had identified two persistent misunder-
standings of EBM. First, the misapplication of EBM
ignores individual clinical expertise and patient val-
ues, presenting a single strand of research data as if
it constituted the complete EBM framework. Sec-
ond, this misrepresentation produces “cookbook
medicine,” that is applied uniformly across patient
populations. (3) To be clear, these are not flaws of
EBM itself but of its selective and incomplete appli-
cation—a practice in which population-level re-
search findings alone are mislabeled as “evidence-
based” while the other two equally required compo-
nents, clinical expertise and patient values, are dis-
carded. Both misapplications are replicated by vac-
cine mandates: they remove individualized exper-
tise and patient values, and apply a single protocol
to entire populations. It is worth noting how the term
“evidence-based medicine” itself has come to func-
tion as a rhetorical stop sign in contemporary medi-
cal discourse. Rather than serving as an invitation to
rigorous inquiry, the phrase is frequently deployed
by hospital systems, public health agencies, and pol-
icymakers to delegitimatize critical thinking and
suppress dissent. Clinicians who raise questions
about a mandated intervention are dismissed with
the assertion that “the science is settled” or that the
intervention is simply “evidence-based.” This mis-
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use of EBM terminology converts a sophisticated
three-component framework into a blunt instrument
of institutional conformity. In reality, the science is
rarely if ever settled in medicine, and a genuine
commitment to EBM demands that opposing view-
points and heterodox data be examined rather than
silenced. Cookbook medicine, which is the uniform
application of population-level protocols to individ-
ual patients without clinical judgment, is precisely
what Sackett’s original framework was designed to
prevent.

How Vaccine Mandates Deviate from the Three-
Component Model

Vaccine mandates eliminate the second and third
components of the EBM framework and rely exclu-
sively on “the evidence.” This deviation from EBM
has three significant implications:

1. Elimination of Individual Clinical Expertise

A physician evaluating whether to recommend
any medical intervention must assess whether
the available evidence is applicable to their pa-
tient. This requires knowledge of the patient’s
medical history, current medications, immune
status, prior adverse reactions, genetic predis-
positions, risk factors, and individual circum-
stances. (5) Under a mandate, this individual-
ized assessment is eliminated. The clinician is
reduced from a practicing physician exercising
professional judgment to a policy enforcer ad-
ministering a predetermined intervention.

Evidence-based medicine recognizes that popu-
lation-level findings do not automatically trans-
late to individual patients. Aggregate risk-bene-
fit ratios can diverge substantially from those
relevant to a specific clinical context, (6) and in-
dividual variability in treatment response car-
ries significant clinical consequences. (7)

2. Elimination of Patient Values and Preferences
The right of competent individuals to make au-
tonomous medical decisions is a cornerstone of
both medical ethics and law. It is codified in
multiple international declarations, national
statutes, and professional codes of conduct.
(8,9) When a vaccine is required as a condition
of maintaining employment, attending school,
or participating in public activities, the patient’s
ability to exercise autonomous choice is elimi-
nated. Faden and Beauchamp’s work on in-
formed consent established that genuine con-
sent requires:

a. disclosure of relevant information
b. comprehension of that information
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c. voluntariness
d. capacity (8)

Coercion, whether it be explicit or structural, under-
mines voluntariness and therefore negates true in-
formed consent.

Problems with the Evidence

If vaccine mandates are to be justified solely on the
basis of the best available evidence, the quality of
that evidence is critically important. Substantial ev-
idence exists that documents widespread problems
with published medical research.

The Reproducibility Crisis

In 2005, Stanford University epidemiologist John
loannidis published what became the most down-
loaded article in the history of PLOS Medicine:
“Why Most Published Research Findings Are
False.” (10) Using formal probability modeling, lo-
annidis demonstrated that for most research designs
and fields, it is more likely that a research claim is
false than true, due to small sample sizes, low prior
probabilities, high flexibility in data analysis, finan-
cial conflicts of interest, and publication bias.

In a companion study published in JAMA, loannidis
examined 45 highly cited clinical research studies
published between 1990 and 2003 and found that
16% were contradicted by subsequent research,
16% had effects shown to be stronger than they ac-
tually were, and 44% remained unchallenged after
replication. (11) Taken together, only one-third of
highly cited clinical studies could be reliably con-
firmed.

The Open Science Collaboration’s large-scale repli-
cation effort, published in Science in 2015, at-
tempted to replicate 100 psychological research
findings and successfully reproduced only 36%—
39% of them. (12) While psychology is not pharma-
cology, similar reproducibility concerns have been
documented in preclinical biomedical research. (13)

Publication Bias and Selective Reporting

Publication bias has been extensively documented
across medical specialties. (14) Systematic reviews
of registered clinical trials have found that results
favoring an experimental intervention are consist-
ently more likely to be published than unfavorable
results. (15)

Turner and colleagues conducted an analysis of
FDA-registered antidepressant trials and found that
94% of trials with positive results were published,
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compared with only 8% of trials with negative re-
sults. (16) When all registered trials were included
in a meta-analysis, estimated effect sizes were re-
duced by approximately 32% compared to pub-
lished-only meta-analyses.

Outcome switching, which involves changing pre-
specified primary endpoints after data has been col-
lected, has been documented in clinical trials. (17)
A comparison of clinical trial registrations against
published reports found that approximately half of
all studies had at least one primary outcome that was
changed, introduced, or omitted.

Industry Influence and Conflicts of Interest

A substantial body of evidence documents that in-
dustry sponsorship of clinical trials is associated
with more favorable outcomes for sponsored prod-
ucts. (18) A Cochrane review by Lundh and col-
leagues found that industry-sponsored trials were
more likely to report favorable efficacy results (rel-
ative risk 1.27) and favorable harm results (relative
risk 1.37) compared to non-industry-sponsored tri-
als. (18)

The former editors of two of medicine’s highest-im-
pact journals have made damning assessments of
the state of published research. Richard Horton, ed-
itor-in-chief of The Lancet, wrote in a 2015 edito-
rial:

Much of the scientific literature,
perhaps half, may simply be untrue.
Afflicted by studies with small sam-
ple sizes, tiny effects, invalid ex-
ploratory analyses, and flagrant
conflicts of interest, together with
an obsession for pursuing fashion-
able trends of dubious importance,
science has taken a turn towards
darkness. (19)

Similarly, Marcia Angell, former editor-in-chief of
the New England Journal of Medicine, wrote:

1t is simply no longer possible to
believe much of the clinical re-
search that is published, or to rely
on the judgment of trusted physi-
cians or authoritative medical
guidelines. I take no pleasure in
this conclusion, which I reached
slowly and reluctantly over my two
decades as an editor of the New
England Journal of Medicine. (20)

Peter Gotzsche, co-founder of the Cochrane Collab-
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oration which is an organization that was estab-
lished to produce unbiased systematic reviews of
medical evidence, documented in his peer-reviewed
publications and in his 2013 book Deadly Medicines
and Organised Crime that pharmaceutical industry
misconduct, including research fraud, data manipu-
lation, and illegal marketing, is widespread. (21)
Getzsche’s subsequent removal from the Cochrane
governing board following his criticism of a
Cochrane review of the HPV vaccine, was described
by resigning board members as “an assault on sci-
entific independence.” (22)

Individual Variability in Vaccine Risk-Benefit
Ratios

A central premise of vaccine mandates is that a
given vaccine is appropriate for all members of a
defined population. However, accumulating evi-
dence demonstrates that significant individual vari-
ability exists in both vaccine benefits and risks,
which suggests that individualized assessment is
clinically justified.

Age-Stratified Risk-Benefit Analysis

Multiple studies have demonstrated that the risk-
benefit profile of COVID-19 vaccination varies
substantially by age. (23,24) Some analyses suggest
that, in low-risk young adults, the number of serious
adverse events may be non-trivial relative to hospi-
talizations prevented. (23)

Myocarditis following mRNA COVID-19 vaccina-
tion has been established as a genuine adverse
event, with the highest incidence documented in
young males aged 1624 years following the second
dose. (24,25) A large Nordic cohort study estimated
that, among males aged 1624 years, the second
dose of mRNA vaccines was associated with ap-
proximately 4-7 excess myocarditis cases per
100,000 vaccines for BNT162b2 (Pfizer-BioN-
Tech) and 9-28 per 100,000 for mRNA-1273
(Moderna), with the risk being highest after the sec-
ond dose. (25)

The Role of Prior Immunity

The immunological significance of prior SARS-
CoV-2 infection (i.e. natural immunity) has been a
debated topic in vaccine mandate debates. (26,27)
In a large retrospective cohort of Cleveland Clinic
employees, Shrestha and colleagues found that both
prior SARS-CoV-2 infection and COVID-19 vac-
cination were associated with substantial protection
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against COVID-19, and that vaccination of previ-
ously infected individuals provided additional pro-
tection against symptomatic disease only after sev-
eral months. (26)

Gazit and colleagues, in a large matched-cohort
study, found that previously infected unvaccinated
individuals had significantly lower rates of reinfec-
tion than the rates of breakthrough infection ob-
served in previously uninfected vaccinated individ-
uals. (27) These findings suggest that population-
wide vaccination mandates that do not account for
prior immunity status may impose unnecessary
risks on individuals for whom the benefit is mar-
ginal.

Informed Consent: Ethical and Legal Frame-
works

International Declarations

The Nuremberg Code of 1947 was established in re-
sponse to the medical atrocities of the Nazi regime.
This code provides the international framework for
medical consent. (28) Its first principle states: “The
voluntary consent of the human subject is absolutely
essential.” The Code explicitly specifies that con-
sent must be given without “any element of force,
fraud, deceit, duress, over-reaching, or other ulterior
form of constraint or coercion.”

The Declaration of Helsinki, adopted by the World
Medical Association in 1964 and subsequently re-
vised, extends informed consent requirements to all
medical research and practice. (29) It states that
“Participation by individuals capable of giving in-
formed consent as subjects in medical research must
be voluntary” and “each potential subject must be
adequately informed of the aims, methods, sources
of funding, any possible conflicts of interest, insti-
tutional affiliations of the researcher, the anticipated
benefits and potential risks of the study and the dis-
comfort it may entail, post-study provisions and any
other relevant aspects of the study.”

Legal Frameworks

The legal right to refuse medical treatment, even
life-saving treatment, has been affirmed by courts
across multiple jurisdictions. (30) In the United
States, the Supreme Court has recognized that a
competent adult has a constitutionally protected lib-
erty interest, under the 14th Amendment’s Due Pro-
cess Clause, in refusing unwanted medical treat-
ment, as articulated in Cruzan v. Director, Missouri
Department of Health (30) and reaffirmed in Wash-
ington v. Glucksberg. (31)
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The U.S. Supreme Court’s 1905 decision in Jacob-
son v. Massachusetts (32) is frequently cited in sup-
port of vaccine mandates. This decision, however,
was rendered over 120 years ago — long before the
development of modern informed consent policy or
contemporary vaccine technology. The ruling also
included provisions that courts have since inter-
preted as requiring that any mandate must not be un-
reasonable, arbitrary, or oppressive. (33) The pre-
vailing legal view holds that Jacobson cannot be in-
terpreted to override the more developed informed
consent frameworks that have emerged over the
subsequent century.

Coercion and the Invalidation of Consent

The bioethics literature has long recognized that
structural coercion can be just as consent-invalidat-
ing as direct physical coercion. (34) When individ-
uals face the loss of employment, educational ac-
cess, or the ability to participate in public activities
as a consequence of vaccine refusal, the voluntari-
ness required for genuine consent is compromised.

Bioethics and policy analyses note that COVID-19
vaccine mandates involve significant coercive pres-
sure, particularly when framed as ‘get vaccinated or
get fired,” raising concerns about the voluntariness
of consent. (35-38) A qualitative study of nurses in
Italy described them as feeling forced or ‘black-
mailed’ into accepting COVID-19 vaccination, ra-
ther than seeing their decision as fully autonomous.
(39)

Historical Precedents: When Medical Consensus
Was Wrong

Throughout the history of medicine, a recurring
theme is that the prevailing consensus and the actual
evidence do not always agree. This pattern relates
directly to the question of vaccine mandates because
it illustrates the cost of removing clinical judgment
and patient autonomy from medical decision-mak-
ing.

Thalidomide

Examples of this recurring theme include the ap-
proval of thalidomide as a sedative and antiemetic
based on short-term safety data. (40) Subsequently,
the use of this medicine to treat morning sickness in
pregnant women resulted in the birth of over ten
thousand children with severe limb malformations
and other birth defects between 1957 and 1962. The
thalidomide disaster prompted the modern regula-
tory requirement for rigorous pre-approval clinical
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testing and demonstrated the catastrophic conse-
quences of inadequate safety monitoring. (41)

Diethyistilbestrol (DES)

Diethylstilbestrol (DES) was prescribed to millions
of pregnant women between 1940 and 1971 to pre-
vent miscarriage, despite the absence of evidence
for its efficacy. A 1953 randomized controlled trial
found no benefit over placebo, yet prescribing con-
tinued for nearly two decades. (42,43) Subsequent
research established that DES caused vaginal clear
cell adenocarcinoma in daughters of exposed
women, as well as reproductive tract abnormalities
in both sons and daughters. (44,45)

Frontal Lobotomy

Prefrontal leucotomy (lobotomy) was performed on
an estimated 40,000 to 50,000 patients in the United
States from the late 1930s through the 1950s. Its in-
ventor, Antonio Egas Moniz, received the Nobel
Prize in Physiology or Medicine in 1949. The pro-
cedure was promoted and endorsed by leading psy-
chiatric authorities of the era on the basis of uncon-
trolled case series and impressionistic outcome re-
ports. However, the long-term consequences, in-
cluding severe personality changes, cognitive im-
pairment, incontinence, and death, were widely un-
derreported and not fully recognized for many
years. (46)

Rofecoxib (Vioxx)

Rofecoxib (Vioxx) was approved by the FDA in
1999 and was marketed as a safer alternative to tra-
ditional NSAIDs. (47) Evidence of cardiovascular
risk was present in early trials but was not ade-
quately communicated to clinicians or patients. (48)
Based on a large, nested case—control study of US
Kaiser Permanente members, Graham and col-
leagues estimated that 88,000 to 140,000 excess
cases of serious coronary heart disease occurred in
the United States that were attributable to rofecoxib
before this medicine was withdrawn from the mar-
ket in 2004. (49) Internal Merck documents that
were later revealed through litigation showed the
cardiovascular risk had been recognized within the
company years before the drug’s withdrawal. (48)

These historical cases share a common feature: in-
terventions were administered on the basis of inad-
equate evidence, without sufficient individualized
clinical assessment or genuine informed consent.
The patients suffered as a result.
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The Public Health Argument and Its Limitations

Proponents of vaccine mandates frequently argue
that public health benefits justify overriding
individual autonomy.

The Distinction Between Public Health and
Evidence-Based Medicine

Public health and clinical medicine operate under
different frameworks. (50) Clinical medicine fo-
cuses on the welfare of the individual patient
whereas public health focuses on the health of pop-
ulations. Population-level interventions necessarily
involve trade-offs in which some individuals bear
risks or harms for the collective benefit.

This distinction was recognized by Sackett and col-
leagues, who defined EBM explicitly in terms of
“the care of individual patients” rather than popula-
tions. (2) When public health justifications are used
to mandate medical interventions in individual peo-
ple, two distinct frameworks are being confused,
and the result is that the protections EBM provides
to individuals are eliminated.

The Principle of Proportionality

Even within public health ethics, interventions that
restrict individual liberties must satisfy the principle
of proportionality. This principle states that the re-
striction imposed on individual autonomy must be
proportionate to the public health benefit achieved.
(51) Gostin and Wiley’s text on public health law
identifies proportionality as a limit on the legitimate
use of state power to mandate health interventions.
(52)

The proportionality of any specific vaccine mandate
depends on multiple scientific issues, for example
the degree of individual protection a vaccine pro-
vides and how quickly that protection wanes over
time. (53,54) These issues cannot be resolved by a
government invoking its authority over the popu-
lace. They require transparent, ongoing scientific

inquiry.

The Slippery Slope of Compelled Medical
Intervention

Concerns have been raised about the precedent es-
tablished by permitting governments or institutions
to invoke mandates for specific medical interven-
tions, warning that such mandates may set a danger-
ous precedent for future government interventions
in private healthcare decisions. (55) If the collective
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benefit justifies overriding individual autonomy for
vaccines, then the same logic could theoretically be
applied to other interventions where individual
choices or behaviors affect population health out-
comes such as lifestyle modifications, dietary
changes, or organ donation. These ethical limits are
important because they protect the physician-patient
relationship and ensure that individual patients are
treated as persons, not as instruments of a collective
policy. (51,56)

Effects of Mandates on Public Trust

Public trust in medicine, medical institutions and
public health agencies declined substantially during
the COVID-19 pandemic. (57) Large surveys in the
United States show that trust in physicians and hos-
pitals fell from around 70% in early 2020 to about
40% by 2024, (58) and confidence in federal public
health agencies such as the CDC and NIH also
dropped markedly between 2020 and 2022. (59)

Several bioethicists have argued that highly coer-
cive COVID-19 vaccine mandates risk undermining
trust by conveying that institutions do not respect
individual autonomy and conscience, potentially
provoking resentment and further loss of trust.
(60,61)

Research in behavioral science suggests that per-
ceived mandates and restrictions can trigger psy-
chological reactance which may paradoxically re-
duce vaccination among vaccine-hesitant popula-
tions. (62)

Toward Evidence-Based Vaccination Policy

This review has argued that vaccine mandates, as
they have been historically implemented, are in-
compatible with EBM principles. A policy that is
consistent with EBM would preserve all three of
Sackett’s components while promoting high vac-
cine uptake through education, access, and genuine
informed consent. The following recommendations
are proposed:

1. Full Data Transparency

Several authors have pointed out the need for
broad public access to complete clinical trial
data. This includes patient-level data, which
should be required as part of the regulatory ap-
proval process for new drugs and vaccines. (63)
The principle of ‘AllTrials’—that all clinical
trials should be registered and all results re-
ported—has been advocated as a standard that
regulators and funders should require. It is par-
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ticularly important for vaccines used in public
health programs. (64)

2. Independent Safety and Efficacy Evaluation

Authors have also pointed out that pre-licensure
trials are typically underpowered to detect rare
adverse events and therefore they advocate for
independent post-marketing surveillance sys-
tems with sufficient statistical power. They also
recommend studies should be supported by
public or non-industry funding rather than rely-
ing solely on pharmaceutical manufacturers.
(65) This could help insulate regulatory agen-
cies from the influence of the pharmaceutical
industry, permitting them to conduct genuinely
independent risk-benefit assessments.

3. Individualized Risk-Benefit Assessment

Clinical guidelines should reflect age-, sex-, and
risk-stratified data on vaccine benefits and
harms. Clinicians should be supported in con-
ducting individualized assessments rather than
being pressured to function as policy enforcers.

4. Genuine Informed Consent

Informed consent processes should present
known and unknown risks, evidence of effi-
cacy, and available alternatives without coer-
cive language. (66) Individuals should be free
to decline vaccination without penalty. Where
public health justifications for vaccination are
compelling, they should be communicated hon-
estly rather than enforced coercively.

5. Restoration of Clinical Discretion

Physicians should retain the authority to grant
medical exemptions based on their individual-
ized clinical assessment. The bureaucratic bur-
den of exemption processes should not function
as a mechanism for denying legitimate medical
exemptions. (23)

Conclusions

Evidence-based medicine, as it is defined and
broadly accepted in contemporary clinical practice,
requires the integration of three components: the
best available evidence, individual clinical exper-
tise, and patient values and preferences. Vaccine
mandates eliminate the second and third of these
components.

The component that mandates retain (i.e. the evi-
dence base) is subject to reliability problems, in-
cluding research irreproducibility, publication bias,
selective outcome reporting, and pharmaceutical in-
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dustry influence. These problems have been docu-
mented not by critics of medicine but rather by the
editors of the most prestigious medical journals and
the founder of one of its most important evidence-
synthesis institutions.

Individual variability in vaccine risk-benefit ratios
is established and is clinically significant. The ethi-
cal and legal frameworks governing informed con-
sent, which were developed over seven decades in
response to the consequences of coerced medicine,
are violated by mandates that impose medical inter-
ventions as conditions of employment, education, or
social participation.

Historical examples demonstrate the costs of re-
moving individual physician’s clinical judgment
and patient autonomy from medical decision-mak-
ing. These costs have been borne largely by patients.

The appropriate response to these concerns is not to
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reject vaccinations, but rather to apply EBM’s three-
component model to vaccination policy: evidence,
clinical expertise, and patient autonomy. These
three elements were not designed to obstruct good
medicine. They were designed to protect patients
from well-intentioned policies that are based on in-
complete, biased, or prematurely “settled” evi-
dence. Vaccination policy will be more effective,
more ethically sound, and more successful if it is
built on a genuine commitment to evidence-based
medicine in its complete form.
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