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s ve| NO Vaccines have been tested in
placebo-controlled clinical trials

The False Narrative

Vaccines are never tested against placebos, or inactive agents, to determine

safety and efficacy.

The Facts

As evidenced by published, peer-reviewed research, many vaccines — including
influenza, HPV (human papillomavirus), Tdap (tetanus, diphtheria, and pertussis),
MMR (measles, mumps, and rubella), and COVID-19 vaccines — have undergone
and continue to undergo placebo-controlled trials as part of the vaccine

research and development process.

Onits website, the U.S. Food and Drug Administration (FDA), whose Center for
Biologics Evaluation and Research oversees vaccine safety and efficacy in the
U.S., explains that newly developed vaccines undergo three main phases of
clinical trials, the second and third of which can include a placebo intervention.
(In a vaccine trial, a placebo is an inactive agent, such as a saline injection, that
mimics the real vaccine. Giving some study subjects a true vaccine and others a
placebo allows researchers to better evaluate the safety and efficacy of an

experimental shot.)



The U.S. Centers for Disease Control and Prevention (CDC) notes on its website
that if a vaccine is ultimately approved for use by the FDA, the research enters a
fourth phase — “a formal, ongoing study to evaluate the new vaccine’s safety and

effectiveness over a longer period of time.”

It is true that, for ethical reasons, some new versions of vaccines are not tested
against inert placebos, but rather against existing versions of vaccines proven to
be safe and effective in protecting against the same diseases. For example, the
FDA approved the Prevnar 13 vaccine, which protects against certain types of
pneumonia, meningitis, and sepsis, in 2010 based on a clinical trial comparing

the new vaccine to the existing Prevnar 7 vaccine.

An August 2014 guidance document from the World Health Organization (WHO),
published in the journal Vaccine, said it is “unacceptable” to use a placeboin a
vaccine trial when “a highly efficacious and safe vaccine exists” and available in

the area where the trial is planned.

The guidance explained, “In this situation, a placebo-controlled trial would not
address a question that is relevant in the local context, namely how the new
vaccine compares to the one that is currently in use, and participants would be
exposed to unacceptable levels of risk from delaying or foregoing a safe and

effective vaccine that is accessible through the public health system.”

Debate during the COVID-19 pandemic — particularly in the early stages of
COVID-19 vaccine development — focused on the question of whether it was
ethical to use placebo injections in a setting where researchers could be denying
subjects access to a potentially life-saving vaccine. In June 2020, the
International Coalition of Medicines Regulatory Authorities ICMRA), which is co-
chaired by the FDA and European Medicines Agency, released a policy brief
advising that phase three clinical trials of COVID-19 vaccines “should be
randomized, double-blinded and controlled with a placebo or active

comparators.” Several months later, in December 2020, a WHO expert panel



stated that as safe, authorized vaccines became available, researchers should
notify potential trial subjects of their eligibility for a vaccine, adding,
“Participants may elect to receive the authorized vaccine at any point in the trial.”

Where the False Narrative Spread

NewsGuard has found this claim repeated on websites that regularly spread
vaccine misinformation, including ChildrensHealthDefense.org, ICANDecide.org,

and Ratical.org.

The claim gained traction when, in a July 10, 2023 interview on “Jesse Watters
Primetime” on Fox News, Democratic presidential candidate Robert F. Kennedy
Jr. — also the chairman of the anti-vaccination nonprofit Children’s Health
Defense — claimed that “vaccines are exempt from pre-licensing controlled

placebo trials.”

Background

While placebo-controlled studies are often a standard part of the vaccine
development process, the medical ethics surrounding the topic remain a subject
of debate. In the August 2014 WHO guidance document mentioned above, the
WHO acknowledged that “there is insufficient and inconsistent guidance on how
to evaluate the use of placebo controls in vaccine trials,” stating that ethics
guidelines from organizations such as the Council for International Organizations
of Medical Sciences, World Medical Association, and Council of Europe “offer

conflicting guidance on the use of placebo controls.”

“Randomisation and the use of placebo interventions are designed to control for
confounding effects, such that significant differences in disease incidence or
adverse effects between the vaccine and control groups can likely be attributed
to the vaccine,” the WHO stated. “However, randomised, placebo-controlled trial
designs often raise ethical concerns when participants in the control arm are

deprived of an existing vaccine.”



Editor’s Note: This Misinformation Fingerprint was updated on Sept. 15, 2023, to

add information about why some new versions of existing vaccines are not

tested against placebos.
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