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Abstract

A schedule consists of products, doses and timing relationships, not one medicine. This paper asks
whether the evidentiary basis for licensed vaccines is supplemented by adequate evaluation of
coadministration patterns and clinically meaningful outcomes across the actual schedule. It does not
assume that a lack of one ideal trial proves harm. The aim is a product-specific audit of evidence types
and remaining uncertainties.

Testing schedules means naming actual combinations

The safety of an immunization schedule is an empirical question about specific products, timing
windows, combinations and outcomes, not a binary slogan.

Vaccines differ in platform, antigen, adjuvant, age eligibility and indication. Licensing studies,
concomitant-administration studies, postauthorization safety surveillance and population cohorts can
answer different questions. A randomized trial of each conceivable combination would be impractical
and often unethical; this does not make existing safety evidence nonexistent. The central question is
which combinations have direct interaction data, which are inferred from immunogenicity and safety
comparisons, and which rare or late outcomes require population follow-up.

The proper audit unit is a vaccine pair, age window or schedule transition with a prespecified
outcome. Evidence strength should be evaluated using actual trial protocols, control definitions,
sample sizes, follow-up durations, active surveillance and confounding control. A coadministration
study underpowered for a rare neurological event cannot exclude that rare outcome; equally, a
spontaneous report does not prove such an interaction exists.

What clinical and surveillance evidence can answer

The phrase “the entire schedule was never tested” is less informative than a concrete inventory of
what was studied. Some coadministered combinations have direct immunogenicity and reactogenicity
data; other risks are inferred through postmarketing cohorts and safety surveillance. Each endpoint
has different evidentiary requirements. A fever event may be apparent in a modest trial, while an
exceptionally rare neurologic disorder requires very large denominators and validated case
definitions. The number of children followed, the timing of exposure and the opportunity to detect
delayed disease all matter. An honest audit should make these distinctions visible rather than issue a
single verdict on the schedule.

ABSURD HEALTH INSTITUTE / VOLUME TWO / THIRD EDITORIAL PASS



A vaccine schedule is a sequence of age-dependent immunological exposures, not a single licensed
product. Yet it is also not a completely unstudied mixture: coadministration trials, product-specific
safety evaluation, population cohorts and active surveillance contribute evidence about multiple
administrations. The methodological question is whether studies adequately cover the outcomes and
combinations that matter clinically. Some studies are powered for common local or systemic reactions
rather than extremely rare neurological outcomes, which is a limitation of detection power, not
evidence that those outcomes are present.

A useful evidence audit would build a matrix of named vaccines, age windows, concomitant products
and prespecified endpoints. For each cell it would identify trial data, the size and duration of
observational follow-up, methods for controlling health-care-seeking behavior and whether clinically
important interactions were studied directly. This can reveal genuine gaps without pretending that
every untested combination is suspect. The comparator must include the infection burden prevented
by the schedule; eliminating that comparison biases the exercise from the start.

Product-level trials, coadministration trials, postlicensure surveillance and large cohorts contribute
different types of evidence. A randomized trial of every theoretical lifelong combination would be
infeasible; that does not mean the real-world schedule is unstudied. Equally, a trial powered for
common fever cannot exclude a one-in-a-million event. The defensible provocative thesis asks
whether important underexamined combinations and sufficiently defined endpoints remain in the
evidence matrix, not whether incomplete knowledge by itself establishes harm.

Building a reproducible coadministration matrix

One particularly important safeguard is that “no randomized trial of the entire schedule” cannot be
converted into “the schedule causes chronic disease.” Robust population evidence can address many
causal questions without an impossible randomized trial of every life-course combination. Conversely,
good overall evidence does not exempt a new product or signal from targeted study. The strongest
criticism describes a precise unanswered risk question, the design needed to answer it and the likely
value of that answer to patient care.

A schedule-level audit should be outcome-specific. The question “Has the schedule been tested?” has
no useful single binary answer. Routine reactions, rare neurological syndromes and long-latency
diseases require different sample sizes, follow-up and designs. Some combinations have direct
coadministration evidence; population-scale datasets can examine rare outcomes that small trials
cannot. A sound audit maps the specific combination to the specific claim rather than selecting one
gap as a verdict on all vaccine practice.

The challenge of cumulative exposure. Vaccine receipt is correlated with age, calendar time, clinical
encounters and the broader preventive-care environment. A crude vaccinated-versus-unvaccinated
comparison is affected by these differences, and “total number of shots” can become a proxy for
access to care. To ask whether simultaneous or closely spaced exposures interact, analysts should
prespecify the relevant window and endpoints and compare meaningfully similar groups.

Benefit is part of the causal question. A proposed schedule change may alter not only adverse
reactions but infection risk during the newly unprotected interval. Net clinical effects can therefore
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differ from the narrow safety signal under investigation. A comprehensive methodological critique
should give clear denominators, explain detection limitations, identify the best available study design
and state what future result would change the conclusion. That is substantially more persuasive than
asserting that a large schedule must be unsafe because every conceivable combination has not been
randomized.

Create a product-pair and age-window inventory with direct evidence links, sample sizes, comparator
definitions and power for predeclared outcomes. Evaluate large active-surveillance systems such as
the Vaccine Safety Datalink and the limitations of spontaneous reporting. A finding of reassuring
high-quality evidence should be reported as clearly as a genuine, outcome-specific evidence gap.

The paper should evaluate several named product combinations, identify whether active or nonactive
comparators were used, and state what outcomes the studies can and cannot exclude. If well-powered
cohorts consistently find no increase for a hypothesized outcome, that weakens the causal theory. If a
rare product-specific signal survives repeated checks, it deserves more investigation. Neither finding
establishes the fate of every other vaccine.

What combination-level evidence would look like in practice

A schedule-level safety assessment could begin with a specific vaccine combination administered at a
defined age and an adverse outcome with a clear case definition. The investigator would identify
direct coadministration studies, follow-up durations, the number of exposed participants and relevant
active surveillance analyses. If the suspected outcome is very rare, a trial of a few thousand recipients
may be uninformative even if it was rigorous for immediate local reactions. A much larger linked
health-record design might address the rare outcome, but confounding, diagnostic changes and
follow-up completeness still require evaluation. The paper should report both kinds of limitations
without converting one into a general allegation of injury. It should also cite the actual evidence for
specific routine combinations instead of asking readers to assume that none exists. An evidence
inventory is controversial only insofar as it uncovers a precise unresolved question; the absence of a
single impossible universal trial is not by itself a finding of harm.

An evidence gap is not a harm finding

The most constructive schedule-level critique would name specific product combinations and identify
the exact uncertainty remaining for each. A trial adequately powered for common transient reactions
cannot reliably exclude a one-in-a-million event, while very large population cohorts may be able to
examine that event if case definitions are accurate. The best available study design depends on the
harm being proposed. Researchers should also distinguish simultaneous administration from
cumulative exposure over years; the two are not the same biological proposition. Unvaccinated
comparison groups may differ markedly in health-care access and baseline risk, making crude
comparisons misleading. An evidence inventory that records these limitations and the protection
conferred against infectious disease would be a genuinely useful scholarly product. It would not
require pretending that all possible interactions have been studied, nor convert an unavoidable
absence of certainty into evidence that a broad schedule is injurious.
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The strongest objection to schedule-level criticism is that it can unfairly impose a standard of proof
impossible for any complex medical regimen while overlooking extensive postlicensure evidence. The
strongest objection to casual reassurance is that product-specific findings cannot always be
generalized to every cumulative or coadministered scenario. Both objections deserve exact rather
than rhetorical treatment. Baseline risks from preventable infectious diseases are essential
comparators.

The publication should offer a transparent evidence matrix, not a claim that childhood vaccination
schedules are either conclusively harmless or demonstrably injurious as a class. Readers gain a
reproducible way to ask what is known for which outcomes and where uncertainty truly remains.
Uncertainty alone is not evidence of net harm.
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