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For three years, the medical community has grappled with the unprecedented scale of COVI1D-19 vaccination,
balancing population-level protection against the rare but serious adverse events. The Department of Health
and Human Services (HHS) now movesto formalize alist of COVID-19 vaccine injuries, a direct response to
persistent patient advocacy and a recognized deficit in existing reporting systems.

The Pivot: The HHS is establishing a new, centralized system to identify and track specific injuries linked
to COVID-19 vaccines, moving beyond passive reporting.

The Data: Current systems like VAERS have collected over 1.6 million reports, but lack the specificity and
verification needed for a definitive injury list.

The Action: Clinicians should anticipate clearer guidance on diagnosing and managing potential
vaccine-related adverse events as this new system develops.

The rapid deployment of COVID-19 vaccines across the globe brought with it an expected, but often under-addressed,
challenge: theidentification and management of adverse events. Whilethe vast majority of vaccinerecipients experienced
only mild, transient reactions, a subset reported more severe or prolonged symptoms. These reports, often anecdotal

or captured within broad surveillance systems, have lacked the granular detail and official recognition necessary for
comprehensive clinical guidance or patient support.

Existing mechanisms, such as the Vaccine Adverse Event Reporting System (VAERS), operated jointly by the CDC and
FDA, serve asacrucia early warning system. VAERS has accumulated over 1.6 million reports related to COVID-19
vaccines since December 2020. But VAERS is a passive surveillance system, relying on self-reporting and lacking the
verification or diagnostic specificity required to definitively link an event to avaccine. This limitation has left many
patients feeling unheard and clinicians without clear diagnostic criteriafor potential vaccine-related injuries.

Defining theinjuries

The HHS initiative aims to bridge this gap by establishing a more proactive and specific approach to identifying and
listing COVID-19 vaccine injuries. This move acknowledges that while the benefits of vaccination overwhelmingly
outweigh the risks for the general population, individual patients experiencing adverse events require a structured
pathway for diagnosis and care. The effort will likely involve a multi-agency collaboration, drawing on expertise from
the CDC, FDA, and NIH, to develop clear case definitions and diagnostic criteria for conditions potentially linked to
vaccination.

ART-2026-771 - July 2026 1/3
https://thelifesciencefeed.com/infectious-diseases/covid19/hhs-moves-to-create-list-of-covid-vaccine-injuries-citing-unmet-need



. . INFECTIOUS DISEASES/ COVID-19
’@ Life Science Feed 21 July 2026

One of the primary challenges in this undertaking is distinguishing between atemporal association and a causal

link. Many health events occur coincidentally after vaccination, but establishing direct causation requires rigorous
epidemiological and clinical investigation. Conditions like myocarditis and pericarditis, for instance, have established
linksto MRNA COVID-19 vaccines, particularly in younger males, with incidence rates of 2.7 to 10.6 cases per 100,000
doses for myocarditisin certain age groups. But other reported symptoms, such as persistent fatigue or neurological
issues, require more extensive investigation to determine if they constitute a distinct vaccine injury or are part of the
broader post-COVID syndrome, often termed 'Long COVID'.

The new HHS effort will likely focus on conditions where a plausible biological mechanism exists and where
epidemiological data supports a causal relationship. This includes conditions already recognized, such as thrombosis
with thrombocytopeniasyndrome (TTS) following adenoviral vector vaccines, which occurred at arate of approximately
3.8 cases per million doses. The goal isto move beyond simply collecting reports to actively defining and validating
alist of specificinjuries. Thiswill involve reviewing existing literature, commissioning new research, and potentially
establishing expert panels to evaluate individual cases against defined criteria. The open-label nature of many early
vaccine rollouts and the sheer scale of vaccination make retrospective analysis complex, but not impossible.

A critical component of thisinitiative will be the development of clinical guidelines for healthcare providers. These
guidelines would equip GPs and specialists with the tools to accurately diagnose, manage, and report these specific
vaccine injuries. Without clear diagnostic pathways, patients often face a diagnostic odyssey, moving from specialist
to specialist without a cohesive understanding of their condition. The HHS move suggests a recognition that a more
structured approach is overdue, providing aframework for both patient care and ongoing surveillance. The trial was not
powered to detect differencesin rare adverse events, and that gap matters for individual patients.

Thisformal listing of injuries could aso impact compensation programs, such as the Countermeasures | njury
Compensation Program (CICP), which currently offerslimited relief for vaccine-related injuries. A definitive list would
provide a clearer basis for claims, potentially streamlining a process that has been criticized for its opacity and low
successrate. The next step for the HHS will beto outline the specific conditions under consideration and the methodol ogy
for their inclusion, a process that will undoubtedly involve public consultation and scientific debate.

CLINICAL IMPLICATIONS
The HHS's decision to formalize a list of COVID-19 vaccine injuries is a pragmatic acknowledgment of clinical
reality. For too long, clinicians have navigated a grey area, treating patients with symptoms potentially linked to
vaccination without clear diagnostic codes or established management protocols. This initiative should provide
much-needed clarity, moving beyond the binary 'safe and effective' narrative to a more nuanced understanding
of vaccine-related adverse events.

General practitioners, in particular, will benefit from defined criteria for conditions like myocarditis or TTS, but
also for less well-understood syndromes. This means less guesswork and more targeted care, potentially
reducing the diagnostic burden on patients who have often felt dismissed. It also creates a clearer pathway
for reporting, ensuring that future surveillance data is more robust and actionable.

For the pharmaceutical industry, this move underscores the ongoing need for transparency and post-market
surveillance. While vaccine development was rapid, the long-term monitoring of rare adverse events remains
a continuous responsibility. This initiative will likely push for more detailed data collection in future vaccine
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rollouts, ensuring that the full spectrum of patient experiences is captured and addressed.

Ultimately, this is about restoring trust and providing comprehensive care. Acknowledging and defining
vaccine injuries does not diminish the overall benefit of vaccination; it strengthens the medical community's
commitment to patient safety and evidence-based practice. The unanswered question remains whether the
list will be comprehensive enough to address the full range of patient-reported symptoms, or if it will focus
only on the most epidemiologically robust associations.
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