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Screwworm EUA: How targeting larval development
changes prevention
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New World screwworm (NWS) infestations represent a significant and rapidly progressing threat to equine
health, capable of causing severe morbidity and mortality if left untreated. The absence of readily available,
FDA-approved prophylactic options has |eft veterinarians with limited tools to protect at-risk animals during
outbreaks.

The FDA has now issued an Emergency Use Authorization (EUA) for anovel drug, providing a short-term
preventive measure against NWS in horses. This authorization addresses an immediate public health need,
particularly in regions facing active NWS threats.

The Pivot: The FDA granted an Emergency Use Authorization for a drug to prevent New World screwworm
in horses, a first for this specific prophylactic indication.

The Data: The authorization is based on efficacy data demonstrating a significant reduction in NWS larval
development in treated animals.

The Action: Clinicians in affected areas now have a short-term pharmaceutical option for NWS prevention
in horses, particularly for animals at high risk of exposure.

New World screwworm, Cochliomyia hominivorax, poses a substantial economic and welfare burden on livestock
industries, including the equine sector. These obligate parasites|ay eggsin openwounds, with larvae hatching and feeding
on living tissue, leading to deep, destructive myiasis. Rapid detection and treatment are paramount, but prevention,
especially in outbreak scenarios, has historically relied on environmental control and wound care rather than targeted
pharmacotherapy.

The FDA's Center for Veterinary Medicine (CVM) issued the EUA for a drug designed for the short-term prevention of
NWS in horses. This authorization specifically targets situations where horses are at high risk of NWS infestation due
to proximity to confirmed cases or travel through endemic areas. The drug isintended for use in adult horses and foals
at least four months of age, weighing at least 150 kg.

The Basisfor Emergency Authorization
The EUA process allows the FDA to facilitate the availability and use of unapproved medical products, or unapproved

uses of approved medical products, during a public health emergency. For this NWS prevention drug, the authorization
hinges on the determination that the known and potential benefits outweigh the known and potential risks of the product,
given the severity of the NWS threat.
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Data supporting the EUA included studies evaluating the drug's efficacy in preventing the development of NWS larvae.
These studies demonstrated that administration of the drug significantly reduced the incidence of larval infestation in
treated horses compared to untreated controls. While specific numerical data such as hazard ratios or p-values were not
publicly detailed in the EUA announcement, the FDA deemed the evidence sufficient to support a reasonable belief that
the drug is effective for its intended short-term preventive use.

The drug's mechanism of action involves systemic absorption, rendering the horse's blood and tissue inhospitable to
developing screwworm larvae. This systemic approach offers a distinct advantage over topical treatments, which may
be less effective in preventing new infestations in multiple or hard-to-reach wounds. The authorization specifiesasingle
dose administration, providing protection for alimited duration, typically up to 14 days, necessitating careful timing
relative to exposure risk.

Safety and Administration Considerations
Safety data reviewed by the FDA indicated that the drug was generally well-tolerated in the target equine population.

Common adverse reactions observed in clinical studies included transient injection site reactions, such as swelling or
tenderness. Less frequently, horses experienced mild, self-limiting systemic effects like lethargy or decreased appetite.
These adverse events were typically mild and resolved without intervention, aligning with the safety profiles of similar
veterinary pharmaceuticals.

The drug is administered via intramuscular injection. Proper aseptic technique is crucial during administration to
minimize the risk of secondary infections at the injection site. Veterinarians must also ensure accurate dosing based

on the horse's body weight to maximize efficacy and minimize potential side effects. The EUA mandates that the drug
be administered by alicensed veterinarian or under their direct supervision, underscoring the need for professional
oversight.

The authorization explicitly statesthisdrug isfor short-term prevention. It does not replace established NWS eradi cation
programs or long-term biosecurity measures. Its utility liesin providing immediate protection during acute risk periods,
such as when animals are moved through NWS-infested zones or during localized outbreaks. Veterinarians should
consult the Oxford Handbook of Clinical Medicinefor broader guidance on infectious disease management in veterinary
practice, adapting principles to equine health.

The open-label nature of some supporting studies is an obvious caveat, asis the focus on short-term prevention rather
than long-term control. The trial was not powered to detect differences in highly immunocompromised horses, and that
gap matters for some populations. Whether benefits extend to horses with pre-existing severe wounds or concurrent
infections remains unclear from the publicly available information.

What Comes Next
The EUA isnot afull approval; it is atemporary measure. The FDA will continue to monitor the drug's use and collect

additional data on its efficacy and safety. Should the NWS public health emergency subside, or if further data do not
support continued authorization, the EUA could be revoked. For full approval, the manufacturer would need to submit
a comprehensive New Animal Drug Application (NADA), requiring more extensive and controlled clinical trials.

This authorization provides a critical tool for veterinarians in managing immediate NWS threats. But it also highlights
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the ongoing need for robust, long-term solutions and continued surveillance efforts to prevent the re-establishment of
this devastating parasite in previously eradicated areas.

CLINICAL IMPLICATIONS
The FDA's Emergency Use Authorization for a screwworm prevention drug in horses is a pragmatic response
to an acute threat. Clinicians in regions susceptible to New World screwworm outbreaks now have a targeted
pharmaceutical option, which is a significant improvement over relying solely on environmental controls and
vigilant wound inspection. This offers a much-needed layer of protection for high-value animals and those in
transit.

But this is an EUA, not a full approval. Veterinarians must understand the temporary nature of this authorization
and its specific limitations: short-term prevention, not a long-term eradication strategy. The drug's utility is
precisely defined by its context, meaning it is a tactical intervention forimmediate risk rather than a foundational
shift in NWS management.

The industry will be watching for the manufacturer's next steps. A full New Animal Drug Application would
require more comprehensive data, including long-term safety and efficacy across diverse equine populations.
Until then, this drug serves as a valuable, albeit temporary, bridge in managing a persistent and economically
damaging parasitic threat.
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