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information also helps ensure that FDA
has current and complete information
regarding these corrections and
removals to determine whether recall

action is adequate.

Reports of corrections and removals
may be submitted to FDA by mail,
email, or using FDA’s Electronic
Submission Software (eSubmitter). To

assist respondents with submitting
reports of corrections or removals, we
developed Form FDA 5072, “Device
Correction/Removal Report for

Industry,” a fillable PDF. Reports

created using eSubmitter are transmitted
to CDRH through FDA'’s Electronic
Submission Gateway (ESG). Instructions
for the completing Form FDA 5072 are

provided in pop-up text boxes that
appear over each data field. We expect
that use of the fillable form will
expedite processing of the reports of
corrections or removals submitted to
FDA.

FDA estimates the burden of this
collection of information as follows:

TABLE 1—ESTIMATED ANNUAL REPORTING BURDEN

Total
Number of Total Average -
21 CFR; IC activity Form rglsuprggg;r?tfs responses per annual burdengper h-gﬂtres‘l1 n?gﬁ:@g;%g‘e
respondent responses response costs
Electronic process SEUP .....cccccevies | coviiiiieeii et 463 1 463 3.08 1,426 $23,150
806; device product corrections or FDA Form 5072: ¢ 925 1 925 10 9,250 | weiviiiieeieeees
removals. tion/Removal Report for Industry”.
4.102; combination product COMeC- | ......cceeiiiriiiiiiiiieee e 20 1 20 10 200 | coeeiieeeeeeeeee,
tions or removals (including shar-
ing information with other con-
stituent part applicants under
4.103).
TOTAl ot | et e | sreseeenenen e | trreseee s 1,408 | oo, 10,876 23,150

1Figures rounded.

For respondents who submit
corrections and removals using the ESG,
the operating and maintenance costs
associated with this information

collection are approximately $50 per
year to purchase a digital verification
certificate (certificate must be valid for
1 to 3 years). This burden may be

reduced if the respondent has already
purchased a verification certificate for
other electronic submissions to FDA.

TABLE 2—ESTIMATED ANNUAL RECORDKEEPING BURDEN

Number of Total Average
21 CFR; IC activity re?grrgl?:é ogrs records per annual burden per h-‘l;ﬂtfs‘l1
p recordkeeper records recordkeeping
806.20; device product corrections and removalS ........c..cceeceereeiieeneeeiee e 110 1 110 | 10 e 1,100
4.105; device-led combination products 1 ...........cccoiririiiinienie e 279 1 279 | .5 (45 minutes) .......... 140
TOTAL e | e | careeee e 389 | i 1,240

1There are no capital costs or operating and maintenance costs associated with this collection of information.

2Figures rounded.

Our estimated burden for this
information collection reflects an
overall decrease of 833 hours, with a
corresponding decrease of 162 total
annual responses and an increase of 170
total annual records. We attribute this
adjustment to a decrease in the number
of device correction and removal reports
received over the last few years, which
has reduced our reporting burden
estimate from 1,033 to 925 respondents
under 21 CFR part 806. This decrease in
reporting burden is partially offset by an
increase in recordkeeping burden,
driven by a revised estimate of records
per recordkeeper for device-led
combination products under 21 CFR
4.105 and a modest increase in the
number of device correction and
removal recordkeepers. The estimated
Operating and Maintenance Costs
associated with electronic process setup
has decreased by $2,700 as a result of

fewer respondents expected to purchase
a digital verification certificate.

Grace R. Graham,

Deputy Commissioner for Policy, Legislation,
and International Affairs.

[FR Doc. 2026-17675 Filed 8—28-26; 8:45 am]
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Authorization of Emergency Use for
Three Animal Drugs for the Prevention
and Treatment of New World
Screwworm; Availability

AGENCY: Food and Drug Administration,
HHS.

ACTION: Notice of availability.

SUMMARY: The Food and Drug
Administration (FDA or the Agency) is

announcing the issuance of three
Emergency Use Authorizations (EUA or
Authorization) under the Federal Food,
Drug, and Cosmetic Act (FD&C Act) for
new animal products. FDA has issued
one EUA for an animal product as
requested by Zoetis Inc. for the
prevention and treatment of infestations
caused by New World screwworm
(Cochliomyia hominivorax; NWS) larvae
(myiasis) in dairy cattle, horses, swine,
sheep, and deer. FDA has issued one
EUA for an animal product as requested
by Felix Pharmaceuticals Pvt. Ltd. for
the treatment of infestations caused by
NWS myiasis in dogs, puppies, cats, and
kittens. FDA has issued one EUA for an
animal product as requested by Alberta
Vet Labs Ltd for the short-term
prevention of infestations caused by
NWS myiasis in horses. The
Authorizations contain, among other
things, conditions on the emergency use
of the authorized products. The
Authorizations follow the August 18,
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2025, determination by the Secretary of
Health and Human Services (HHS) that
there is a significant potential for a
public health emergency that has a
significant potential to affect national
security or the health and security of
U.S. citizens living abroad and that
involves NWS. On the basis of such
determination, the Secretary of HHS
declared on August 18, 2025, that
circumstances exist justifying the
authorization of emergency use of
animal drugs to treat or prevent NWS
myiasis in animals. The Authorizations,
which include an explanation of the
reasons for issuance, are reprinted in
this document.

DATES: The Authorizations are effective
on their dates of issuance: May 19, 2026,
June 11, 2026, and July 15, 2026,
respectively.

ADDRESSES: Submit written requests for
single copies of the EUASs to the Policy
and Regulations Staff, Center for
Veterinary Medicine, Food and Drug
Administration, 5001 Campus Drive,
College Park, MD 20740. Send one self-
addressed adhesive label to assist that
office in processing your requests. See
the SUPPLEMENTARY INFORMATION section
for electronic access to the
Authorizations.

FOR FURTHER INFORMATION CONTACT:
Crystal Groesbeck, Center for Veterinary
Medicine, Food and Drug
Administration, 5001 Campus Drive,
College Park, MD 20740, 240—402-0819,
Crystal.Groesbeck@fda.hhs.gov.
SUPPLEMENTARY INFORMATION:

I. Background

Section 564 of the FD&C Act (21
U.S.C. 360bbb-3) allows FDA to
strengthen public health protections
against biological, chemical, nuclear,
and radiological agents. Among other
things, section 564 of the FD&C Act
allows FDA to authorize the use of an
unapproved medical product or an
unapproved use of an approved medical
product in certain situations. With this
EUA authority, FDA can help ensure
that medical countermeasures may be
used in emergencies to diagnose, treat,
or prevent serious or life-threatening
diseases or conditions caused by
biological, chemical, nuclear, or
radiological agents when there are no
adequate, approved, and available
alternatives (among other criteria).

II. Criteria for EUA Authorization

Section 564(b)(1) of the FD&C Act
provides that, before an EUA may be
issued, the Secretary of HHS must
declare that circumstances exist
justifying the authorization based on
one of the following grounds: (A) a

determination by the Secretary of
Homeland Security that there is a
domestic emergency, or a significant
potential for a domestic emergency,
involving a heightened risk of attack
with a biological, chemical, radiological,
or nuclear agent or agents (CBRN); (B)

a determination by the Secretary of
Defense that there is a military
emergency, or a significant potential for
a military emergency, involving a
heightened risk to U.S. military forces,
including personnel operating under the
authority of title 10 or title 50, U.S.
Code, of attack with (i) a CBRN; or (ii)
an agent or agents that may cause, or are
otherwise associated with, an
imminently life-threatening and specific
risk to U.S. military forces; 1 (C) a
determination by the Secretary of HHS
that there is a public health emergency,
or a significant potential for a public
health emergency, that affects, or has a
significant potential to affect, national
security or the health and security of
U.S. citizens living abroad, and that
involves a CBRN agent or agents, or a
disease or condition that may be
attributable to such agent or agents; or
(D) the identification of a material threat
by the Secretary of Homeland Security
pursuant to section 319F-2 of the Public
Health Service (PHS) Act (42 U.S.C.
247d-6b) sufficient to affect national
security or the health and security of
U.S. citizens living abroad.

Once the Secretary of HHS has
declared that circumstances exist
justifying an authorization under
section 564 of the FD&C Act, FDA may
authorize the emergency use of a drug,
device, or biological product if the
Agency concludes that the statutory
criteria are satisfied. Under section
564(h)(1) of the FD&C Act, FDA is
required to publish in the Federal
Register a notice of each authorization,
and each termination or revocation of an
authorization, and an explanation of the
reasons for the action. Under section
564(h)(1) of the FD&C Act, revisions to
an authorization shall be made available
on FDA’s website. Section 564 of the
FD&C Act permits FDA to authorize the
introduction into interstate commerce of
a drug, device, or biological product
intended for use in an actual or
potential emergency when the Secretary
of HHS has declared that circumstances
exist justifying the authorization of
emergency use. Products appropriate for
emergency use may include products

1In the case of a determination by the Secretary
of Defense, the Secretary of HHS shall determine,
within 45 calendar days of such determination,
whether to make a declaration under section
564(b)(1) of the FD&C Act, and, if appropriate, shall
promptly make such a declaration (see section
564(b)(6) of the FD&C Act).

and uses that are not approved, cleared,
or licensed under sections 505, 510(k),
512, or 515 of the FD&C Act (21 U.S.C.
355, 360(k), 360b, and 360e) or section
351 of the PHS Act (42 U.S.C. 262), or
conditionally approved under section
571 of the FD&C Act (21 U.S.C. 360ccc).

Under section 564(c) of the FD&C Act,
FDA may issue an EUA only if, after
consultation with the HHS Assistant
Secretary for Preparedness and
Response, the Director of the National
Institutes of Health, and the Director of
the Centers for Disease Control and
Prevention (to the extent feasible and
appropriate given the applicable
circumstances), FDA 2 concludes: (1)
that an agent referred to in a declaration
of emergency or threat can cause a
serious or life-threatening disease or
condition; (2) that, based on the totality
of scientific evidence available to FDA,
including data from adequate and well-
controlled clinical trials, if available, it
is reasonable to believe that: (A) the
product may be effective in diagnosing,
treating, or preventing (i) such disease
or condition; or (ii) a serious or life-
threatening disease or condition caused
by a product authorized under section
564, approved or cleared under the
FD&C Act, or licensed under section 351
of the PHS Act, for diagnosing, treating,
or preventing such a disease or
condition caused by such an agent; and
(B) the known and potential benefits of
the product, when used to diagnose,
prevent, or treat such disease or
condition, outweigh the known and
potential risks of the product, taking
into consideration the material threat
posed by the agent or agents identified
in a declaration under section
564(b)(1)(D) of the FD&C Act, if
applicable; (3) that there is no adequate,
approved, and available alternative to
the product for diagnosing, preventing,
or treating such disease or condition; (4)
in the case of a determination described
in section 564(b)(1)(B)(ii) of the FD&C
Act, that the request for emergency use
is made by the Secretary of Defense; and
(5) that such other criteria as may be
prescribed by regulation are satisfied.
No other criteria for issuance have been
prescribed by regulation under section
564(c)(4) of the FD&C Act.

II1. The Authorizations

The Authorizations follow the August
18, 2025, determination by the Secretary
of HHS that there is a significant
potential for a public health emergency
that has a significant potential to affect
national security or the health and

2The Secretary of HHS has delegated the
authority to issue an EUA under section 564 of the
FD&C Act to the Commissioner of Food and Drugs.
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security of U.S. citizens living abroad
and that involves NWS. On the basis of
such determination, the Secretary of
HHS declared, on August 18, 2025, that
circumstances exist justifying the
authorization of emergency use of
animal drugs to treat or prevent NWS
myiasis in animals. Notice of the
Secretary’s determination and
declaration was provided in the Federal
Register on August 20, 2025 (90 FR
40609). Having concluded that the
criteria for the issuance of the
Authorizations under section 564(c) of
the FD&C Act are met, FDA has issued
three authorizations for the emergency
use of animal products. On May 19,
2026, FDA issued an EUA to Zoetis Inc.

for the animal product Dectomax/
Dectomax-CA1 (doramectin injection),
subject to the terms of its Authorization.
On June 11, 2026, FDA issued an EUA
to Felix Pharmaceuticals Pvt. Ltd. for
the animal product Nitenpyram Tablets
(nitenpyram), subject to the terms of its
Authorization. On July 15, 2026, FDA
issued an EUA to Alberta Vet Labs Ltd
for the animal product Ivermectin
Liquid for Horses (ivermectin oral
solution), subject to the terms of its
Authorization.

The initial Authorizations, included
below in their entirety after section IV
of this document (not including the
authorized versions of the fact sheets
and other written materials), provide
explanations of the reasons for issuance,

as required by section 564(h)(1) of the
FD&C Act. Any subsequent reissuance
of the Authorizations can be found on
FDA’s web page at: https://
www.fda.gov/animal-veterinary/safety-
health/new-world-screwworm-
information-veterinarians.

IV. Electronic Access

An electronic version of this
document and the full text of the
Authorizations are available on the
internet at: https://www.fda.gov/
emergency-preparedness-and-response/
mcm-legal-regulatory-and-policy-
framework/emergency-use-
authorization.

BILLING CODE 4164-01-P
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U.5. FOOD & DRUG

ADMINISTRATION

May 19, 2026

Zoetis Inc.

Attention: John Hallberg, DVM, PhD
Senior Director of Regulatory Affairs
333 Portage St

Kalamazoo, M1 49007

Re: Emergency Use Authorization 008700
Dear Dr, Hallberg:

This letter is in response to the request by Zoetis Inc. (Zoetis) that the Food and Drug
Administration (FDA) issue an Emergency Use Authorization (EUA) for the emergency use of
DECTOMAX/DECTOMAX-CA1 (doramectin injection)’ for the prevention and treatment of
infestations caused by Cochiiomyia hominivorax larvae (myiasis) in dairy cattle (lactating dairy
cows, dry dairy cows, and replacement dairy heifers 20 months of age and older), except for
calves that will be processed for veal, and, for the prevention of infestations caused by
Cochliomyia hominivorax larvae (myiasis) in horses one year and older, swine, sheep except for
lactating sheep, and deer, pursuant to Section 564 of the Federal Food, Drug, and Cosmetic Act
(FD&C Act) (21 U.S.C. § 360bbb-3).

On August 18, 2025, pursuant to Section 584(b)(1){C) of the FD&C Act, the Secretary of the
Department of Health and Human Services (HHS) determined that there is a significant potential
for a public health emergency that has a significant potential to affect national security or the
health and security of United States citizens living abroad and that involves New World
screwworm (Cochliomyia hominivorax) (hereinafter “NWS”). On the basis of such determination,
the Secretary of HHS on August 18, 2025, declared that ¢circumstances exist justifying the
authorization of emergency use of animal drugs to treat or prevent NWS myiasis in animals,
pursuant to Section 564(b)(1) of the FD&C Act, subject to terms of any authorization issued
under that section.?

DECTOMAX (doramectin injection) is an antiparasitic drug that is indicated under NADA 141-061
for the freatment and control of nematode and arthropod parasites in cattle and swine.
DECTOMAX-CAT (doramectin injection) is the same antiparasitic drug, is indicated under NADA
141-616, and conditionally approved for the prevention and treatment of infestations caused by
larvae of Cochliomyia hominivorax (myiasis), and the prevention of reinfestation for 21 days in
cattle.

Based on the totality of scientific evidence available to the FDA, including dose confirmation
studies, pharmacokinetic studies, margin of safety studies, and published scientific literature, it

! Unless specified by name, products sold Undet separate distributor’s labeling per 21 CFR 514.80(b)(5)ii) (i.e, With
a different proprietary name) are not subject o this EUA. A request must be made to changs to the scope-of this
authorization for such products.

2 See U.S. Department of Health and Human Services, Declaration of Emergency Pursuant to the Federal Food,
Drug, and Cosmetic Act for New World Screwworm, August 20, 2025:
https:/iwww.federalregister.gov/documents/2025/08/20/2025-1591 8/declaration-of-emergency-pursuant-to-the~
federal-food-drug-and-cosmetic-act-for-new-world-screvworm
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is reasonable to believe that DECTOMAX/DECTOMAX-CA1 (doramectin injection) may be
effective for the prevention and treatment of infestations caused by Cochliomyia hominivorax
larvae-(myiasis) in dairy cattle (lactating dairy cows, dry dairy cows, and replacement dairy
heifers 20 months of age and older), except for calves that will be processed for veal;-and, for
the prevention of infestations caused by Cochliomyia hominivorax larvae (myiasis) in horses
one vear and older, swine, sheep except for lactating sheep, and deer, as described in this
authorization, and when used under the conditions described in this authorization, the known
and potential benefits-of DECTOMAX/DECTOMAX-CA1 outweigh the known-and potential risks
of such product, since NWS infestations.can have significant adverse health consequences and
can be fatal if left untreated due to the extensive tissue damage caused by Cochliomyia
hominivorax larvae.

Having concluded that the criteria for issuance of this authorization under Section 584(c) of the
FD&C Act are met, | am-authorizing the emergency use of DECTOMAX/DECTOMAX-CA1
(doramectin injection) for the prevention and treatment of infestations caused by Cochliomyia
hominivorax larvae (myiasis) in dairy caitle (lactating dairy cows, dry dairy cows, and
replacement dairy heifers 20 moriths of ageand older), except for calves that will be procéssed
for veal and, forthe prevention of infestations caused by Cochliomyia hominivorax larvae
{myiasis) in horses one.year and older, swine, sheep except for lactating sheep, and deer, as
described inthis authorizatiorrand subject to the terms: of this authorization.

I.  Criteria for Issuance of Authorization

| have concluded that the emergency use of DECTOMAX/DECTOMAX-CAT for the
prevention and treatment of infestations caused by Cochliomyia hominivorax larvae
{myiasis) in-dairy catile (lactating dairy cows, dry dairy cows, and replacement dairy heifers
20-months of age and older), except for calves that will be processed for veal; and, for the
prevention of infestations caused by Cochliomyia hominivorax larvas (myiasis) in horses one
yearand older, swine, sheep except for lactating sheep, and deer, when administered as
described in this authorization, meets the criteria for issuance of anauthorization under
Section 564(c) of the FD&C Act, because:

1. NWS can: cause a serious or life-threatening disease:or condition fo-animals and
humans;

2.. Based on the totality of scientific evidence available to FDA, it is reasonable to believe
that DECTOMAX/DECTOMAX-CA1 may be effective in treating and/or preventing NWS,
and that, when used under the conditions-and within the scope described in this
authorization, the known and potential benefits of DECTOMAX/DECTOMAX-CA1 when
used to prevent and/or treat NWS outweigh the known and potential risks of such
product; and

3. There is no-adequate, approved,® and available alternative to the emergency use of
DECTOMAX/DECTOMAX-CA1 for the prevention and treatment of infestations caused

3 “Approved” products include conditionally' approved praducts for purposes of EUAs issued tnder Section 564 of the
Federal Food; Drug, and Cosmetic Act, 21 U.S.C. .§ 360bbb-3.

U.S: Food & Drug Administration
10803 New Hampshire Avenue
Silver Spring; MD 20903
wsavddangow
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by Cochliomyia hominivorax larvae {myiasis) in dairy cattle (lactating dairy cows, dry.
dairy cows, and replacement dairy heifers 20 months of age:and older), except for
calves that will be processed for veal; and, for the prevention of infestations caused by
Cochliomyfa-hominivorax larvae {myiasis) in horses one year and older, swine, sheep
except for lactating sheep, and deef.*

Il. Scope of Authorization

| have concluded, pursuant to Section 564(d)(1) of the FD&C Act, that the scope of this
authorization is limited as follows:

» DECTOMAX/DECTOMAX-CA1, as covered by this-authorization, will be used-only
forthe prevention-and treatment of infestations caused by Cochliomyia hominivorax
larvae (myiasis).in dairy cattle (Jlactating dairy cows, dry dairy cows, and replacement
dairy heifers 20 months of age and older), except for-calves that will be processed for
veal; and, for the prevention of infestations caused by Cochliomyia hominivorax
larvae (myiasis) in horses one-year and older, swine, sheep except for lactating
sheep, and deer, over the counter. DECTOMAX/DECTOMAX-CA1 may be
administered by subcutaneous injection only in dairy caftle and deer, by
intramuscular injection only in swine and horses, and by subcutaneous or
intramuscular injection in sheep.

s The use of DECTOMAX/DECTOMAX-CA1 covered by this authorization must be in
accordance with the authorized Fact Sheets.

Product Description

DECTOMAX/DECTOMAX-CA1 is a highly active, broad-spectrum parasiticide. It contains
doramectin, a fermentation-derived macrocyclic lactone. The authorized
DECTOMAX/DECTOMAX-CA1 (doramectin injection) Fact Sheets/label are clearly marked
for the approved indications and for NWS under Emergency Use Authorization with a
website address and QR code that links to the authorized Fact Sheet(s).

Store below 30°C (86°F).

DECTOMAX/DECTOMAX-CA1 is authorized to be accompanied by the following product-
specific information pertaining to emergency use, which is required to be made available to
all users:

* Fact Sheet: Emergency Use Authorization of DECTOMAX/DECTOMAX-CA1
(doramectin injection) for New World Screwworm: (NWS) Dairy Catftle, Swine, Sheep,
and Deer

» Fact Sheet: Emergency Use Authorization of DECTOMAX/DECTOMAX-CA1

4 No other criteria of issuance have been prescribed by reguiation under Section 564(c)(4) of the FD&C Act,

V.8 Food & Drig Administration
10803 New Hampshire Avenue
Silver Spring; MD 20903
wwifda.gow
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{doramectin injection) for New World Screwworm-(NWWS) Horses

| have concluded; pursuant to Section 564(d)(2) of the FD&C Act, that it is reasonable to
believe that the known and potential benefits of DECTOMAX/DECTOMAX-CAT, when used
for the prevention-and treatment of infestations caused by Cochliomyia hominivorax larvae
{myiasis) in dairy-cattle (lactating dairy cows, dry-dairy cows, and replacement dairy heifers
20 months of age and older), except for calves that will be processed for veal; and, for the
prevention of infestations caused by Cochliomyia hominivorax larvae {myiasis) in horses one
year and older, swineg, sheep except for lactating sheep, and deet, and used in accordance
with this-authorization, outweigh:its known and potential risks.

| have concluded, pursuant to Section 564(d)(3) of the FD&C Act, based on the fotality of
scientific evidence available to:FDA, that it is reasonable to believe that
DECTOMAX/DECTOMAX-CA1T may be effective for the prevention and treatment of
infestations caused by Cochliomyia hominivorax larvae (myiasis) in dairy cattle (lactating dairy
cows, dry dairy cows, and replacement dairy heifers 20 months-of age and- older), except for
calves that will be processed for veal; and, for the prevention of infestations caused by
Cochliomyia hominivorax larvae (myiasis) in horses one year and older; swine, sheep except
for lactating sheep, and deer, when used in accordance with this authorization, pursuant to
Section 564(c)(2)(A) of the FD&C Act.

Having reviewed the scientific information available to FDA, including the information
supporting the:conclusions described in Section | above, | have concluded that
DECTOMAX/DECTOMAX-CA1, as:described in this authorization, meets the criteria set forth
in Section 564(c) of the FD&C Act concerning safety and potential effectiveness.

The emergency use of this product underan EUA must be consistent with, and may not
exceed, the terms of this.authorization, including the Scope of Authorization (Section Il) and the
Conditions of Authorization (Section Ill). Subject to the terms of this EUA and under the
circumstances set forth in the Secreétary of HHS's determination under Section 564(b){(1)(C) of
the FD&C Act described above and the Secretary of HHS'’s corresponding declaration under
Section 564(b)(1) of the FD&C Act, DECTOMAX/DECTOMAX-CAT1 is authorized for the
prevention and treatment of infestations caused by Cochliomyia hominivorax larvae (myiasis) in
dairy cattle (lactating dairy cows, dry dairy cows, and replacement dairy heifers 20 months of
age and older), except for calves that will be processed for veal; and, for the prevention of
infestations caused by Cochliomyia hominivorax larvae (myiasis) in horses one year and older,
swine, sheep-except for lactating sheep, and deer, except for horses under one year of age and
lactating sheep, as described in this authorization, despite the fact that it does not meet certain:
requirements otherwise required by applicable federal law.

. Conditions of Authorization

Pursuant to Section 564 of the FD&C Act, | amiestablishing the followirig conditions ofi this
atthorization:

U.S: Food. & Drug Administration
10903 New Hampshire:Avenue
Silver Spring, MD 20903

sy rlsgoy
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A. Zoetis will ensure that the authorized DECTOMAX/DECTOMAX-CAT1,-accompanied with the
authorized Fact Sheets, is distributed to authorized distributor(s)® consistent with the terms
and condttions of this EUA, and that authorized distributor(s) will limit distribution to other
authorized distributors and end users.

B. Zoetis will ensure that if a sticker is used on the labeling, the sticker contains a website
address and QR code that link to the authorized Fact Sheets and that the sticker is placed in
a blank space or does not obscure any important use or safety information.

C. Zoetis-and authorized distributor(s) will ensure that-appropriate storage conditions are
maintained until the product is delivered to the end user.

D. Zoetis and authorized distributor(s) will provide to-each authorized distributor immediately
downstream in the supply chain a copy of this Letter of Authorization and promptly
communicate any subsequent amendments that might be made to this Letter of Authorization
and its authorized accompanying materials (e:g., its authorized Fact Sheets).

E. Zoetis may request changesto this authorization, including to the authorized Fact Sheets
for DECTOMAX/DECTOMAX-CA1. Requests for changes must be submitted to the Office
of New Animal Product Evaluation. Such-changes require appropriate authorization prior to
implementation.®

F. Reporting Adverse Drug Experiences-and Product/Manufacturing Defects:

Zoetis will fully comply with the reporting requirements under 21 CFR 514.80. When
collecting adverse event information, Zoetis will attempt to determine whether the use of
DECTOMAX/DECTOMAX-CAT was related to the EUA and will put this categorization, as
well as the reason for use, in the narrative description of the adverse event. Zoetis will
submit the reports electronically using either of the options that are describedon FDA’s
Veterinary Adverse Event Reporting for Manufacturers webpage

(vwwy fda.gov/IndustryReportAnimal AE).

Submitted reports must state in the “Narrative of Adverse Event” field:
“‘DECTOMAX/DECTOMAX-CAT1 use for NWWS under an EUA’. Contact the
Pharmacovigilance Liaison in CVIM's Division of Pharmacovigilance and Surveillance at
CVMAESupport@fda.hhs.gov for any questions related to electronic reporting or for
assistance with setting up a Safety Reporting Portal account.

5 The term “distributors” includes all parties in'the supply chain between the recipient of this authorization letter and
the end user; excluding vetetinary facilities and veterinarians who only provide product to veterinarians and-end users
at their facility. "Authorized distributors” are-all distributors who otherwise lawfully obtain-and distribute the product;
unless Zoetis places limits on distribution in writing (e.q., via contract or written notice accompanying the product).

8 Changes that do not hecessitate revision to this letter (e.g:, changes to'the Fact Sheets, changes related to current
good manufacturing practice requirements, expiration dating extensions) may be authotized through sepatate
notification without reissuance of this letter.

U.S: Food & Diug Administration
10803 New Hampshire Avenue
Silver Spring, MD 20903
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G. Through a process of inventory control, Zoetis and. authorized distributor(s) will maintain
records regarding distribution of the authorized DECTOMAX/DECTOMAX-CA1 {i.e., lot
numbers, quantity, receiving site, receipt date).

H. Zoetis and authorized distributor(s) will maintain records in connection with this EUA for at
least two years following the termination of the declaration or the revocation of the
authorization, or until notified by HHS or FDA, whichever is sooner, and will make such
records available to FDA for inspection upon request.

. Zoetis (and any other person engaged in manufacturing, packing, or holding): will comply with
all other FD&C Act requirements applicable to the approved product,
DECTOMAX/DECTOMAX-CAT, including, but not limited to, requirerments related to
registration-and listing, drug quality, and the requirement to manufacture using the processes,
facilities, controls, and equipment specified in the approved application,? unless such
requirements:-are specifically waived or modified in this authorization. Zoetis, and authorized
distributor(s) who distribute EUA product under separate distributor labeling, if any, shall
update their drug listing to reflect the EUA, including submission of updated labeling, before
commercial distribution of the EUA product begins,

Conditions of Authorization Related to. Advertisements and other Promotional Descriptive Printed
Matter

J. Alladvertisements (including printed-and nonprinted communications)-and other promotional
descriptive printed matter, relating to the authorized use of DECTOMAX/DECTOMAX-CAT1,
shall be consistent with the: authorized Fact Sheets® and the terms set forth in this EUA, as
well as comply with FD&C Act Section 502(a). Additionally, the sponsor and authorized
distributor(s) shall comply with any other applicable requirements in'the FD&C Act and its
implementing regulations regarding advertising and/or promotion.

K. Zoetisand authorized distributor(s) may not imply that DECTOMAX/DECTOMAX-CA1 is
FDA approved or conditionalily -approved for the authorized use by making statements such
as "DECTOMAX/DECTOMAX-CA1 is safe and effective for the prevention and treatment of
infestations caused by Cochliomyia hominivorax larvae (myiasis) in dairy cattle (factating
dairy cows, dry dairy-cows, and replacement dairy heifers 20 months of age and older),
except for calves that will be: processed for veal; and, for the prevention of infestations catsed
by Cochliomyia hominivorax larvae (myiasis) in horses one vear and older, swine, sheep
except for lactating sheep, and deer.” Zoetis and authorized distributor({s) may disseminate
advertisements (including printed and nonprinted communications) and other promotional
descriptive printed matter relating to the emergency use of DECTOMAX/DECTOMAX-CA1
that provide accurate descriptions of safety and effectiveness information summarized in the

" Changes shall be submitted and approved in-accordance with 21 CFR 514.8; Unless otherwise approved under
Paragraph E of this letter.

% If the authorized Fact 'Shest references sections of a drug's FDA-approved labeling, the entirety of eéach section is
considered part of the Fact Sheet, exceptas otherwise specified. Advertising and promotional materials may: not use
general references to approved labeling in lieu of summarizing or restating its contents when a summary or
restaterment is otherwise needed to comply with applicable requirements.

U.S: Food & Driug Administration
10803 New Hampshire Avenue
Silver Spring, MD 20903
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authorized Fact Sheets. Such materials must include any limitations of information submitted
to support this authorization.

L. Alladvertisements (including printed-and nonprinted communications)-and other promotional
descriptive printed matter relating to the authorized use of DECTOMAX/DECTOMAX-CA1
shall be accompanied by the authorized Fact Sheets and the applicable approved labeling
(e.g., package insert attached to the vial), and shall clearly and conspicuously state that:

DECTOMAX/DECTOMAX-CA1 has not been approved for the prevention and treatment
of infestations caused by Cochliomyia hominivorax larvae (myiasis) in dairy cattle
(lactating dairy cows, dry-dairy cows, and replacement dairy heifers 20 months of age
and older), except for calves that will be processed for veal.
DECTOMAX/DECTOMAX-CAT has not been approved for the prevention of infestations
caused by Cochliomyia hominivorax larvae. (myiasis) in horses one year and older, swine,
sheep except for lactating sheep, and deer.

DECTOMAX/DECTOMAX-CA1 has been authorized by FDA under an EUA for: the
prevention and treatment of infestations caused by Cochliomyia hominivoraxlarvae
(myiasis) in dairy cattle (lactating dairy cows, dry dairy cows, and replacement dairy
heifers 20 months of age and older), except for calves that will be processed for veal;
and, for the prevention of infestations caused by Cochliomyia hominivoraxlarvae
(myiasis) in horses one year and older, swine, sheep-except for lactating sheep, and
deer; and

DECTOMAX/DECTOMAX-CAT is-authorized as described herein only for the duration of
the declaration that circumstances exist justifying the authorization of the emergency use
of DECTOMAX/DECTOMAX-CA1 under Section 564(b)(1)-of the FD&C Act, 21 U.S.C.
§ 360bbb-3(b)(1), unless the declaration is terminated or the authorization is revised or
revoked sooner.

M.. All advertisements: (including printed. and nonprinted communications) and other promotional
descriptive printed matter must be submitted to the CVM OSC DER eSubmitter Program at

the

time of initial dissemination (publication or broadcast). Each submission of promotional

labeling or advertisements must be accompanied by a completed Form FDA 2301.

If FDA

notifies Zoetis or authorized distributor(s) that any descriptive materials, advertising,

or promotional materials do-not meet the terms set forth in this-EUA, Zoetis or-authorized
distributor(s) must discontinue andfor cease distribution of such advertisements. (including
printed and nonprinted communications).and other promotional descriptive printed matter in
accordance with FDA’s notification. Furthermore, as part of its notification, FDA may also
require Zoetis or authorized distributor(s) to issue corrective communication(s).

U.S. Food & Drig Administration
10803 New Hampshire Avenue

Silver Spiing
Wi fdasgov

. MD 20903
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IV. Duration of Authorization

This: EUA will be effective as described herein until the declaration that circumstances exist
justifying the authorization of the emergency use of animal drugs during the NWS public
health-emergency is terminated under Section 564(b)(2) of the FD&C Act orthe EUA is
revised or revoked under Section 564(g) of the FD&C Act.

Sincerely,

{swe appended eleclronic signature page}
Timothy Schell, Ph.D.

Director

Center for Veterinary Medicine

U.8. Food and Drug Administration

Enclosures:
Freedorn of Information Summary
Fact Sheets (2)

U.S: Food & Drug Adminigtration
10903 New HampshireAvenue:
Silver Spring, MD 20903

e Tdangow



55872

Federal Register/Vol. 91, No. 167 /Monday, August 31, 2026/ Notices

June 11, 2026

Felixvet Inc.

Attention: Sreejith Kurup

Vice President

U.S. Agent for Felix Pharmaceuticals Pvt. Ltd.
25-28 North Wall Quay

Dubliin 1, Ireland

Re: Emergency Use Authorization 006661
Dear Mr. Kurup:

This letter is in response to the request on behalf of Felix Pharmaceuticals Pvt. Ltd. (Felix) that
the Food and Drug Administration (FDA) issue an Emergency Use Autharization (EUA) for the
emergency use of Nitenpyram Tablets (nitenpyram)* for the treatment of infestations caused by
New World screwworm (Cochliomyia hominivorax) larvae (myiasis) in dogs, puppies, cats and
kittens 2 pounds of body weight or greater and 4 weeks of age and older, pursuant to Section
564 of the Federal Food, Drug, and Cosmetic Act (FD&C Act) (21 U.S.C. § 360bbb-3).

On August 18, 2025, pursuant to Section 564(b)(1)(C) of the FD&C Act, the Secretary of the
Department of Health and Human Services (HHS) determined that there is a significant potential
for a public health emergency that has a significant potential to affect national security or the
health and security of United States citizens living abroad and that involves New World
screwworm (Cochliomyia hominivorax) (hereinafter “NWS”). On the basis of such determination,
the Secretary of HHS on August 18, 2025, declared that circumstances exist justifying the
authorization of emergency use of animal drugs to treat or prevent NWS myiasis in animals,
pursuant to Section 564(b){1) of the FD&C. Act, subject to terms of any authorization issued
under that section.?

Niteripyram Tablets are an oral antiparasitic that are indicated under ANADA 200-858 to kill adult
fleas and are indicated for the treatment of flea infestations on dogs, puppies, cats and kittens 2
pounds of body weight or greater and 4 weeks of age and older. Nitenpyram Tablets are not
approved for the treatment of NWS myiasis.

Based on the totality of scientific- evidence available to the FDA, including data from published
literature, it is reasonable to believe that Nitenpyram Tablets may be effective for the treatment
of infestations caused by NWS (Cochliomyia hominivorax) larvae (myiasis) in dogs, puppies,
cats and kittens 2 pounds of body weight or greater and 4 weeks of age and older, as described
in this authorization, and when used under the conditions described in this authorization, the
known and potential benefits of Nitenpyram Tablets outweigh the known and potential risks of
such product, since NWS infestations can have significant adverse health consequences and

" Unless specified by name, products sold under separate distributor's labeling per 21 CFR 514.80(b)(5)(iii) (i.e., with
a different proprietary name) are not subject to this EUA. A request must be made to change to the scope of this
authorization for such products.

2 See U.S. Department of Health and Human Services, Declaration of Emergency Pursuant to the Federal Food,
Drug, and Cosmetic Act for New World Screwworm, August 20, 2025:

hitps:/iwww federalregister.gov/documents/2025/08/20/2025-15918/declaration-cf-emergency-pursuant-to-the-
federal-food-drug-and-cosmetic-act-for-new-world-screwworm
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can be fatal if left untreated due to the extensive tissue damage caused by Cochlfomyia
hominivorax latvae.

Having concluded that the ¢riteria for issuance of this authorization under Section 564(c) of the
FD&C Act are met, | amauthorizing the émergency use of Nitenpyram Tablets forthe treatment
of infestations caused by NWS (Cochliomyia hominivorax) larvae {myiasis) in dogs, puppies,
cats and kittens 2 pounds of body weight or-greater and 4 weeks of age and older, as described
in this authorization and subject to the terms:of this authorization.

. Criteria for Issuance of Authorization

| have concluded that the emergency use of Nitenipyrarm Tablets for the treatiment of
infestations caused by NWS (Cochliomyia hominivorax) larvae (myiasis) in dogs, puppies,
cats and kittens 2 pounds-of body weight or greater and 4 weeks of age and older, when
administered as described in this authorization, meets the criteria for issuance of an
authorization under Section 564(c) of the FD&C Act, because:

1. NWS can-cause a serious ot life-threatening disease or condition to-animals-and
humans;

2. Based on the totality of scientific evidence available to FDA, itis reasonable to believe
that Nitenpyram Tablets may be effective in treating NWS, and that, when used under the
conditions and within the scope described in this authorization, the known and potential
benefits of Nitenpyram Tablets when used to treat NWS outweigh the known and
potential risks of such product; and

3. There is no-adequate, approveds, and available alternative? to the emergency use of
Nitenpyram Tablets for the treatment of infestations caused by NWS (Cochliomyia

3 “Approved” products inclide conditiohally approved prodicts for puiposes of EUAs Issled Under section 564 of the
Federal Food, Drug, and Cosmetic Act; 21 U.S:C. § 360bbb-3.
* There are no approved alternatives for the treatment.of NWS myiasis in cats:and kittens:

There are no approved altematives for the treatment of NWS myiasis in dogs and puppies betweern 4 and 8weeks
of age or weighing between 2-and 3.3 pounds because the conditionally approved product is indicated for the
treatment of NWS in dogs and puppies at least 8 weeks of age and weighinig at least 3.3 pounds.

Additionally, there are noadequate approved over the:counter (OTC) products fordogs and puppies, and OTC
marketing will aliowthe product to be available in circumstances where access to a vetetinarian is limited.

Furthermore, thete are hoapproved products with-a single active ingredient for the treatment of NWS: myiasis in
dogs and puppies; Nitenpyram Tablets contain:a single aclive pharmaceutical ingredient, whereas the conditionally
approved product contains multiple active ingredients, The presence of multiple active ingredients in the conditionally
approved product may increase the likelihood of adverse events in dogs and puppies that have recently been treated
with. a heartworm preventative or otherantiparasitic drug in the same pharmacological class as one of the
conditionally approved product's activeingredients. Because Nitenpyram Tablets contain only a single active
ingredient that is not in that drug class, their use: may minimize the potential for adverse events in these dogs.

Lastly, Nitenpyram Tablets act through a mechanism of action that'is distinct from each of the active ingredients in
the conditionally approved product. Because no-approved alternative product works through the same mechanism of
action-as Nitenpyram Tablets, the conditionally approved product is notan adequate therapeutic substitute in
circumstances where Nitenpyram Tablets distinet mechanism of action is clinically relevant.

U.S. Food & Drug Administration
10803 New Hampshire Avenue
Silver Spring, MD 20903

v Telagio
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‘hominivorax) larvae {myiasis) in dogs, puppies, cats and kittens 2 pounds of body weight
or greater and 4 weeks of age and older.®

Scope of Authorization

| have concluded, pursuant to-Section 564(d)(1) of the' FD&C Act; that the scope of this
authorization is limited as follows:

« Niteripyram Tablets, as covered by this authorization, will be used only for over the
counter use in dogs and cats 2 pounds of body weight or greater and 4 weeks of age
and older; and

s The use of Nitenpyram Tablets covered by this authorization must be in'accordance
‘with the authorized Fact Sheet.

Product Descriptiori

Nitenpyram Tablets are oral tablets for dogs, puppies, cats and kittens 2 pounds of body
weight or greater and 4 weeks-of age and older. Niteripyram Tablets belong to the chemical
class of neonicotinoids and kill adult fleas. The authorized Nitenpyram Tablets carton
labeling is ‘¢clearly marked for the approved indications and for NWS under Emergency Use
Authorization, with-a website address-and QR code that links to the authorized Fact Sheet.

Store-at 20° to 25°C:(68° to 77°F); excursions permitted between 15° and 30°C (59° and
86°F).

Nitenpyram Tablets are authorized to be:accompanied by the following product-specific
information pertaining to emergency use, which is required to be made available to all users:

e Fact Sheet: Emergency Use Authorization of Nitenpyram Tablets (Nitenpyram) for
New World Screwworm (NWWS)

| have concluded; pursuant to Section 564(d)(2) of the FD&C Act, that it is reasonable to
believe that the known and potential benefits of Niteripyram Tablets, when used for the
treatment of infestations caused by NWS (Cochliomyia Hominivorax) larvae (myiasis) in dogs,
puppies, cats and kittens 2 pounds of body weight or greater and 4 weeks of age and older
and used in accordance with this:authorization, outweigh its known and potential risks.

| have concluded, pursuant to Section 564(d)(3) of the FD&C Act, based on'the totality of
scientific evidence available to FDA, that it is reasonable to believe that Nitenpyram Tablets
may be effective for the treatment of infestations caused by NWS (Cochliomyia hominivorax)
larvae (myiasis) in-dogs, puppies, cats-and kittens 2 pounds of body weight or greater and 4
weeks of age and older when used.in-accordance with this authorization, pursuant to Section
564(c)(2)(A) of the FD&C Act.

5 No other criteria of issuance have been preseribed by regulation under Section 564(0)(‘4)‘ of the FD&C Act.

U.8. Food:& Drug Administration
10903 New Hampshire Avenue
Silver Spring, MD 20903
ws T goev
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Having reviewed the scientific information available to FDA, including the information
supporting the. conclusions described in Section | above, | have concluded that Nitenpyram
Tablets, as described in this authorization, meet the criteria set forth in Section 564(c) of the
FD&C Act concerning safety and potential effectiveness.

The emergenicy use of this product underan EUA must be consistent with, and may not
exceed, the terms of this authorization, including the Scope of Authorization (Section ll) and the
Conditions-of Authorization (Section IIl). Subject to the terms of this EUA and under the
circumstances set forth in the Secretary of HHS's determination under Section 564(b){1)(C) of
the FD&C Act described above and the Secretary of HHS's corresponding declaration under
Section 564(b)(1)-of the FD&C Act, Nitenpyram Tablets are authorized for the treatment of
infestations caused by NWS (Cochliornyia hominivorax) larvae (myiasis) in-dogs, puppies; cats
and kittens 2 pounds of body weight or greater and 4 weeks of age and older as described in
this authorization, despite the fact that it does:not meet certain requirements otherwise required
by applicable federal law.

Conditions of Authorization

Pursuant to Section 564 of the FD&C Act; | amrestablishing the following conditions on this
authorization:

A. Felix will ehsure that the authorized Nitenpyram Tablets, accompanied with the authorized
Fact Sheet, are distributed to authorized distributor(s)® consistent with the terms and
conditions of this EUA, and that authorized distributor(s) will limit distribution o other
authorized distributors and end users.

B. Felix will ensure that if a sticker is used on the labeling, the sticker contains a website address
and QR code that link to the authorized Fact Sheet and that the sticker is placed in-a blank
space or does not-obscure any important use or safety information.

C. Felix and authorized distributor(s) will ensure that appropriate storage conditions are
maintained until the product is delivered to the ‘end user.

D. Felix and authorized distributor(s) will provide to each authorized distributor immediately
downstream in the supply:chain a copy of this Letter of Authorization and promptly
communicate any subsequent amendments that might be made to this Letter of Authorization
and its authorized accompanying materials (e.g., its authorized Fact Sheet).

5 The term “distributors” includes all parties it the supply ¢hain between the recipient of this authorization letter and
the end user, excluding veterinary facilities and veterinarians who only provide product to veterinarians:and end users
at their facility. “Authorized distributors” are-all distributors who otherwise fawfully obtain and distribute the product;
unitess Felix places limits on distribution’in writing (&:9., via contract or written notice accompanying the product).

U.S. Food & Drug Administration
10803 New Hampshire Avenue
Silver Spring; MD' 20903
Wi e goy
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E. Felix may request changes to this authorization, including to the authotized Fact Sheet for
Nitenpyram Tablets. Requests for changes must be submitted to the Office of Generic
Animal Drugs. Such changes require-appropriate authorization prior to implementation.”

F. Reporting Adverse Drug Experiences and Product/Manufacturing Defects:

Felix will fully' comply with the reporting requirements under 21 CFR 514.80. When
collecting adverse event information, Felix will attempt to determine whether the use of
Nitenpyram Tablets was related to the EUA and will put this categorization, as well as the
reason for use, inthe narrative description of the adverse event. Felix will submit the reports
electronically using either of the options that are described on FDA's Veterinary Adverse
Event Reporting for Manufacturers webpage (www .fda.gov/IndustryReportAnimalAE).

Submitted reports must state in the “Narrative of Adverse Event” field: “Nitenpyram Tablets
use for NWS under an EUA”. Contact the Pharmacovigilance Liaison in CVM’s Division of
Pharmacovigilance and Surveillance at CVMAESupport@fda.hhs.gov for any questions
related to:electronic reporting or for assistance with setting up a Safety Reporting Portal
account:

G. Through a process of inventory control, Felix and authorized distributor(s) will maintain
records regarding distribution of the authorized Nitenpyram Tablets (i.e., lot numbers,
quantity, receiving site, receipt date).

H. Felix and authorized distributor{s) will maintain records in connection with this EUA for at
least two years following the termination. of the declaration or the revocation of the
authorization; or until notified by HHS or FDA, whichever is sooner, and will make such
records available to FDA for inspection upon request.

I. Felix (and-any other person engaged in manufacturing, packing, or holding) will comply with
all other FD&C Act requirements applicable to the approved product, Nitenpyram Tablets,
including; but not limited to, requirements related to registration and listing, drug-quality, and
the requirement to manufacture using the processes, facilities, controls, and equipiment
specified in the approved application,? unless such requirements are specifically waived or
modified in this authorization. Felix, and authorized distributor(s) who distribute EUA product
under separate distributor labeling, if any, shall update theirdrug listing to reflect the EUA,
including submission of updated labeling, before commercial distribution of the EUA product
bagins.

7 Changes that do not necessitate revision to this letter-(e.g., changes to the Fact Sheet(s); changes related to
current good manufacturing practice requirements, expiration dating extensions) may be authorized through separate
notification without reissuance of this letter.

& Changes shall be submitted and-approved in actordance with. 21.CFR 514.8, Unless otherwise approved under
Paragraph: E-of this letter. ‘

U.S. Food & Drug Administration
10903 New Hampshire Avenue
Silver Spring, MD 20903
v Tl ey
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Conditions. of Authorization Related to Advertisernents and other Promotional Descriptive Printed
Matter

J. Al advettisements (including printed and nonprinted communications) and other promotional
descriptive printed matter, relating to the authorized use of Nitenpyram Tablets, shall be
consistent with the: authorized Fact Sheet® and the terms set forth in this EUA, as wellas
comply with FD&C Act Section 502(a). Additionally, the sponsorand authorized distributor(s)
shall comply with any other applicable requirements in the FD&C Act and its implementing
regulations regarding advertising andior promotion,

K. Felix-and authorized distributor(s) may not imply that Nitenpyram Tablets are FDA approved,
conditionally approved, or indexed for the authorized use. Felix and authorized distributor(s)
may disseminate advertisements (including printed and nonprinted communications) and
other promotional descriptive printed matter refating to the emergency use of Nitenpyram
Tablets that provide accurate descriptions of safety and effectiveness information
summarized in the authorized Fact Sheet. Such materials must include any limitations of
information submitted to support this authorization.

L. All advettisements (including printed and nonprinted communications) and other promotional
descriptive printed matter relating to the authorized use of Nitenpyram Tablets shall be
accompanied by the authorized Fact Sheet and the applicable approved labeling (e.g.;
package insert), and shall clearly and conspicuously state that:

« Nitenpyram Tablsts have riot been approved for the treatment of infestations causad by
NWS (Cochliomyia hominivorax) larvae (myiasis) in.dogs, puppies, cats-and kittens 2
pounds of body weight or greater and 4 weeks of age:and older;

¢ Nitenpyram Tablets have been authorized by FDA underan EUA for the treatment of
infestations caused by NWS (Cochliomyia hominivorax) larvae (myiasis) in dogs,
puppies, cats and kittens 2 pounds of body weight or greaterand 4 weeks of age and
oldet; and

»  Nitenpyram Tablets are authorized as described herein only for the duration of the
declaration that circumstances: exist justifying the authorization of the emergency use of
Nitenpyram Tablets under Section S64(b)(1) of the FD&C Act, 21 U.5.C..§ 360bbb-
3(B)(1), uriless the declaration is terfiinated or the authorization is reviséd or revoked
sooner.

M. All advertisements (including printed and nonprinted communications) and-other promotional
descriptive printed matter must be submitted to the CVM OSC DER eSubmitter Program at

9 If the authorized Fact Sheet references sections of a drug's FDA-approved labeling, the entirety of each section is
considered part of the Fact Sheet; except as otherwise specified.. Advertising and promotional materials may not use
general references to approved labeling in lieu of summarizing or restating its contents when a 'sumimary or
restatement is otherwise needed to comply with applicable requirements.

U.8. Food & Drug Administration
10903 New Hampshire Avenue
Silver Spring, MD 20903
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the time of initial dissemination (publication or broadcast). Each submission of promotional
labeling oradvertisements must be accompanied by a completed Form FDA 2301.

If FDA notifies. Felix or authorized distributor(s) that any descriptive materials, advertising, or
promotional materials do not meet the terms set forth in this EUA, Felix or-authorized
distributor(s) must discontinue and/or cease distribution of such advertisements (including
printed and nonprinted comimunications) and other promotional descriptive printed matter in
accordance with FDA's notification. Furthermore, as part of its notification, FDA may also
tequire Felix or authorized distributor(s) to issue corrective communication(s}.

IV. Duration of Authorization

This' EUA will be effective as described herein until the declaration that circumstances exist
justifying the authorization of the emergency use of animal drugs during the NWS public
health-emergency is terminated under Section 564(b)(2) of the FD&C Act orthe EUA'is
revised or revoked under Section 564(g) of the FD&C Act.

Sihcerely,

{see gppended electronic signa pags]
Timothy:Schell, Ph.D.

Director

Center for Veterinary Medicine

U.S. Food and Drug Administration

Enclosures:
Freedom of Information Summary
Fact Sheet

U.S. Food & Drug Adiministration
10803 New Hampshire Avenus
Silver Spring, MD 20903
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July 15, 2026

Argenta

Attention: AaronJohnson, DVM, MS
Principal Regulatory Manager

U.S. Agent for Alberta Vet Labs Ltd
7226 107 Ave SE

Calgary, Alberta, T2C 5N6, Canada

Re: Emergency Use Authorization 006681
Dear Dr. Johnson:

This letter is in response to the request or behalf of Alberta Vet Labs Ltd (AVL) that the Food
and Drug Administration (FDA) issue an Emergency Use Authorization (EUA) for the emergency
use of lvermectin Liquid for Horses (ivermectin oral solution)' for short-term prevention of
infestations caused by New World screwworm (Cochiiomyia hominivorax) larvae (myiasisy when
administered within 24 hours of birth or at the time of initial wound care in horses, pursuant 1o
Section 564 of the Federal Food, Drug, and Cosmetic Act (FD&C Act) (21 U.S.C. § 360bbb-3).

On August 18, 2025, pursuant to Section 564(b)(1)(C) of the FD&C Act, the Secretary of the
Department of Health and Human Services (HHS) determined that there is significant potential
for a public health emergency that has a significant potential to affect national security or the
health and security of United States citizens living abroad and that involves New World
screwworm (Cochliomyia hominivorax) (hereinafter “NWS”). On the basis of such determination,
the Secretary of HHS on August 18, 2025, declared that circumstances exist justifving the
authorization of emergency use of animal drugs to treat or prevent NWS myiasis in animals,
pursuant to Section 564(b)(1) of the FD&C Act, subject fo terms of any authorization issued
under that section 2

lvermectin Liquid for Horses (ivermectin oral solution) is an antiparasitic. lvermectin Ligquid for
Horses (ivermectin oral solution) is not FDA-approved for any indication.

Based on the totality of scientific evidence available to the FDA, including pharmacokinetic data
from a bioequivalence study and information in published scientific literature, it is reasonable to
believe that ivermectin Liquid for Horses (ivermectin oral solution) may be effective for short-

term prevention of infestations caused by New World screwworm (Cochliomyia hominivorax)

larvae (myiasis) when adminisiered within 24 hours of birth or at the time of initial wound care in
horses, as described in this authorization, and when used under the conditions described in this
authorization, the known and potential benefits of lvermectin Liquid for Horses (ivermectin oral

1 Unless specified by name, products sold under separate distributor’s labeling per 21 CFR 514.80(b){(5)(iii) (i.e., with
a different proptietary name) are not subject to this EUA. A request must be made to change the scope of this
authorization for such products,

2 See U.S. Department of Health and Human Services, Declaration of Emergency Pursuant to the Federal Food,
Drug, and Cosmetic-Act for New World Screwworm, August 20, 2025:

hitps:/Awww . federalregister.gov/idocuments/2025/08/20/2025-15918/declaration-of-emergency-pursuant-to-the-
federal-food-drug-and-cosmetic-act-for-new-world-screwworm
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solution).outweigh the known and potential risks of such product, since NWS infestations can
have significant adverse health conseguences and can be fatal if left untreated due to the
extensive tissue damage caused by Cochliomyia hominivorax larvae.

Having concluded that the criteria for issuance of this authorization under Section 564(c) of the
FD&C-Act are'met, | am-authorizinig the emetgency use of lvermectin Liquid for Horses
(ivermectin oral solution) for-short-term prevention of infestations caused by New World
serewworm (Cochliomyia hominivorax) larvae (myiasis) when administered within 24 hours of
birth-or at the time of initial wound care in horses, as described in this authorization and subject
to the terms of this authorization.

. Criteriafor Issuance of Authorization

| 'have concluded that the emergency use of lvermectin Liguid for Horses {ivermectinoral
solution) for short-term prevention of infestations caused by NWS-{Cochliomyia
hominivorax) larvae (myiasis) when administered within 24 hours of birth-or at the time of
initial wound care in horses, when administered as described in this authorization, meets the
criteria for issuance of an authorization under Section 564(¢) of the FD&C Act, because:

1. NWS can cause a serious orlife-threatening disease or condition to animals and
humans;

2. Based ¢nithe tota!ity of scientific evidence available to FDA, itis reasonablé to believe
that Ivermectin Liguid for Horses (ivermectin-oral solution) may be effective in preventing
NWS, and that, when used under the conditions and within the scope described in this
authorization, the known and potential benefits. of Ivermectin Liguid for Horses
(ivermectin oralsolution) when used fo prevent NWS:-outweigh the known:and potential
risks of such product;and

3. There is no adequate; approved,? and available alternative to'the emergency use of
Ivermectin Liguid for Horses (ivermectin oral solution) for short-term prevention of
infestations caused by New World screwworm (Cochliomyia hominivorax) tarvae
(myiasis) when administered within 24 hours of birth or at the time of initial wound care
inhorses.*

ll. Scopeof Authorization

| have concluded, pursuant to Section 564(d)(1) 6f the FD&C Act, that the scope of this
authorization is limited as follows:

e [vermectin Liquid forHorses (ivermectin oral solution), as covered by this
authorization, will be used-only for short-term prevention of infestations caused by
New World screwworm (Cochliomyia hominivorax) larvae (myiasis) when
administered within 24 hours of birth or at the time of initial wound care in horses as
ordered by veterinary prescription; and

3 “Approved” products include conditionally approved products for purposes of EUAS issued under Section 564 of the
Federal Food, Drug, and Cosmetic Act, 21 U.S.C. § 360bbb:3.
4 No.other criteria of issuance have been prescribed by regulation Under Section 564(c){4) of the FD&C Act;

U.5, Food & Drug Administration
10903 New Hampshire Avenug
Silver Spring, MD 20903
wwe fda gov
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« The use of lvermectin Liquid for Horses (ivermectin oral'sslution) covered by this
authorization must be in accordance with the-authorized Fact Sheef.

Product Description

lvermectin Liquid for Horses (ivermectin oral solution) is. an oral antiparasitic for use in
horses. The authorized Ivermectin Liguid for Horses (ivermectin-oral solution) 120 mL bottle
vial and carton labels and 15 mL syringe-overwrap are clearly marked for NWS under
Emergency Use Authorization, with a website address and QR code that links to the
authorized Fact Sheet,

vermectin Liquid for Horses (ivermectin oral solution) should be stored tightly closed at or
below 77°F (25°C) and protected from light.

Ivetmectin Liquid for Horses (ivermectin oral solutiony is authorized to be accompanied by
the following product-specific information pertaining to emergency use, which is required to
be made available to veterinarians:and others who may administer the product:

e Fact Sheet for Veterinarians: Emergency Use Authorization of Ivermectin Ligquid for
Horses (ivermectin:oral solution) for New World Screwworm (NWS)

| have concluded, pursuant to Section 564(d)(2) of the FD&C Act; that it is reasonable to:
believe that the known and potential benefits of lvermectin Liquid for Horses (ivermectin oral
solution}, when used for short-term prevention-of infestations caused by New World
screwworm (Cochliomyia hominivorax) larvae (myiasis) when administered within 24 hours
of birth-or at the time of initial wound care in horses-and used in accordance with this
authorization; outweigh its known and potential risks.

I have concluded, pursuant to Section 564(d)(3) of the FD&C Act, based on the'totality of
scientific evidence available to FDA, that it is reasonable to believe that lvermectin Liquid for
Horses {ivermectin oral solution) may be-effective for short-term prevention of infestations
caused by New World screwworm (Cochlfomyia hominivorax) larvae {myiasis) when
administered within 24 hours of birth or at the time of initial wound care in horses when used
in accordance with this authorization, pursuant to Section 564(¢)(2)(A) of the FD&T Act.

Having reviewed the seientific inforination available to FDA, including the information
supporting the conclusions described in Section | above, | have concluded that Ilvermectin
Liquid for Horses (ivermectin oral solution), as described in this authorization, meels the
criteria setforth in Section 564(c) of the FD&C Act concerning safety and potential
effectiveness.

The emergency use of this product underan EUA must be consistent with, and may not
exceed, the terms of this authorization, including the Scope of Authorization (Section il) and the
Conditions of Authorization (Section [H). Subject to the terms of this EUA and underthe
circumstances set forth in the Secretary of HHS's determination under Section 564(b)(1)(C) of
the FD&C Act described above and the Secretary of HHS's corresponding declaration under
Section 564(b)(1) of the FD&C Act, Ivermectin Liquid for Horses (ivermectin oral solutiony is

U.8, Food & Drug Administration
10903 New: Hampshire Avenue
Silver Spring,; MD 20803
sy ol gov
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authorized for short-term prevention of infestations caused by New World screwworm
(Cochliomyia hominivorax) larvae (myiasis) when administered within 24 hours of birth orat the
time of initial wound care in horses as described in this authorization, despite the fact that it
does not meet certain requirements otherwise required by applicable federal law.

ill. Conditions of Authorization

Pursuant to Section 584 of the FD&C Act, | am establishing the following conditions onthis
authorization:

A AVL will ensure thatthe authorized Ivermettin Ligquid for Horses (ivermectin oral solution),
accompanied with the authorized Fact Sheet; is distributed to-veterinary facilities® and
yetetinarians, or authorizéd distributor(s),® consistent with the terms and conditions of this
EUA, and that authorized distributor(s) will limit distribution to other authorized distributors
and end users.

B. AVL will ensure that if a-sticker is used on the labeling, the sticker contains a website address
and QR code that link to the authorized Fact Sheet and thatthe sticker is placed ina blank
space-or does not obscure any important use orsafety information.

C. AVL and authorized disfributor(s) will ensure that appropriate storage conditions are
maintained until the product is delivered to veterinary facilities-and veterinarians.

D. ‘AVLandauthorized distributor(s) will ensure that the terms and conditions of this EUA are
made available to all relevant stakeholders {e.g., U.S. government agencies, state and local
government authorities, authorized distributors, veterinary facilities, and veterinarians)
involved indistributing or receiving authorized lvermectin Liquid for Horses.(ivermectin oral
solution). AV L will provide to-all relevant stakeholders a copy of this Letter of Authorization
and communicate any subsequent amendments that might be made to this Letter of
Authorization and its authorized accompanying materials {e.g., its authorized Fact Sheet).

E. AVL may request changes o this authorization, including to the authorized Fact Sheet for
lvermectin Liquid for Horses.(ivermectinoral solution). Requests for changes must be
submitted to the Office of New Animal Product Evaluation. Such changes require
appropriate authorization prior fo implementation.”

5 Veterinary facilities include veterinary hospitals, veterinary clinics, and other establishments providing vetérinary
care. [f'aveterinarian is not associated with-a veterinary facility, the veterinarian then-assumes the obligations of the:
veterinary facility.

Y The tetm “distributors” includes all parties in the supply chiain between the recipient of this authorization letter and
the end user, excluding veterinary facilities and veterinarianswho only provide product to veterinatians and end users
at their facility. “Authorized: distributors” are-all distributors who otherwise lawfully obtain‘and distribute the product,
unless AVL places limits on distribution in writing (e.g., via contract or written notice accompanying the product):

" Changes that do not necessitate revision to this letter {e.g., changes to the Fact Sheet, changes related to.current
good manufacturing practice requirements, expiration dating extensions) may be authorized through separate
notification without reissusance of this letter.

U.S. Food & Drug Administration
10903 New Hampshire Avenue
Silver Spring, MD 20003

e fehagov



Federal Register/Vol. 91, No. 167 /Monday, August 31, 2026/ Notices 55883

Alberta Vet Labs Lid
Page 5
EUA 006681

F. Reporting Adverse Drug Experiences and Froduct/Manufacturing Defects:

AVL will report to FDA all product/manufacturing defects® within 3 days, all serious adverse
evenis® and medication errors'® associated with the use of the authorized lvermectin Liquid
for Horses (ivermectin oral solution) that'are reported to AVL within 15 days, and all non-
serious adverse drtg events within 90 days. Submit the reports electronically using eitherof
the following eptions which are described on FDA's Veterinary Adverse Event Reporting for
Manufacturers webpage (www.fda gov/industryReportAnimalAE).

Option 1: Submit reports through the Safety Reporting Portal (SRP).
Option 2: Submit reports directly through the Electronic Submissions Gateway (ESG):

Submitted reports should state inthe "Narrative of Adverse Event” field: “lvermectin Liquid
for Horses (ivermectin oral solution) use for NWS underan EUA”. Contact the
Pharmacovigilance Liaison in CVM's Division of Pharmacovigilance and Surveillarice at
CVMAESupport@fda.hhs gov forany questions related to electronic reporting or for
assistance with setting up a Safety Reporting Portal account.

G. Througha process of inventory control, AVL and authorized distributor(s) will maintain
records regarding distribution of the authorized lvermectin Liquid for Horses (ivermectin oral
solution) (i.e., lot numbers, quantity; receiving site, receipt date).

H. AVL and authorized distributor(s) will mainfain records in-connection with this EUA Torat least
two years following the termination-of the declaration or the revocation of the authorization, or
until notified by HHS or FDA, whichever is'sooner, and will make such récords available to
FDA for inspection upon request.

I AVLandany personengaged in manufacturing; packing, or holding will comply with all FD&C
Act requirements foranimal drugs, including, but not limited to, registration-and listing and
drug quality requirements (e.g., current good manufacturing practice requirements)' unless
such requirements are specifically waived or modified in this authorization. Sponsorand any
person engaged in manufacturing, packing,.or holding shall only manufacture lvermectin

§ Product defect/manufacturing defect is the deviation of a distributed product frot the standards specified in the
approved application; or any significant chemical, physical, orother change, or deterioration in the distributed drug
product, including any microbial-or chemical contamination. A manufacturing defect is-a product defect caused or
aggravated by a manufacturing or related process. A manufacturing defect may ocour fromasingle-event or from
deficiencies inherentto the manufacturing process. These defects are generally associated with product
contarmination, product deterioration, manufacturing etror, defective packaging, damage from disaster; orlabeling
error. Forexample, a labeling error may include-any incident that causes-a distributed product to be mistaken for, or
its labeling applied to, another product.

¢ Serious adverseevent is an adverse event that is fatal, or life-threatening, or requires professional intervention, or
causes anh abortion, or stillbirth, or infertility, or congenital anomaly, or prolonged or permanent disability, or
disfigurement.

U-Medication error is:any preventable event that may cause or lead to inappropriate medication use or patient harm
while the medication is in the control of the health care professional, patient, or consumer. Such events may be
related to professional practice, health care products, procedures, and systems, including prescribing; order
communication; product labeling, packaging, and nomenclature; compounding; dispensing; distribution;
administration; education; monitoring; and use.

1 Among other requirements, all expiration dates shall be established in-accordance with 21 CFR 211.137.

U.S. Food & Drug Adiministration
10903 New Hampshire Avenue
Silver Spring;-MD 20903
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Liquid for Horses (ivermectin oral solution) using the processes, facilities, controls, and
equipment specified in the file for this EUA request at the time of authorization, and no
changes may be implemented until accepted by FDA .2

Conditioris of Authorization for Vetetinary Facilities and Veterinarians

J

Veterinary facilities and veterinarians will ensure that they are aware of and adhere to the
terms of this Letter of Authorization. Authorized Fact Sheets will be made available to
veterinarians, and veterinary facilities and veterinarians will ensure that the clientis aware
that the drug is authorized for emergency use, but notapproved, for the treatment of NWS
myiasis and advise the client of the risks, benefits, and any alternatives.

Veterinary facilities and veterinarians receiving lvermadtin Liquid for Horses (ivermectin oral
solution) will track serious adverse events potentially related to Ivermectin Liquid for Horses
(ivermectin-oral solution) use under this EUA and must reportthese to FDA inaccordance
with'the Fact Sheet for Veterinarians. Repont by (1) contacting AVL at 1-877-456-2755,.(2)
downloading and submitting Form FDA 1932a available at

https:/iwww. fda.govireportanimalae, or (3) contacting FDA at 1-888-FDA-VETS to request
this form. Include the statement “lvermectin Liquid for Horses (ivermectin oral solution) use
for NWS under an EUA” under the "Describe Adverse Event/Product Problem/Product Use
Error” heading, followed by a detailed account of the adverse event,

Veterinary facilities will maintain inventory records regarding the dispensing and
administration of Ivermectin Liguid for Horses (ivermectin oral solution) for the use authorized
inthis Letter of Authorization. The records will include lot numbers, quantity, receiving site (if
a multi-site clinic), and receipt date.

. Veterinary facilities will maintain health records that include the following information: client

name, patient name, patient age, disease manifestation, number of doses prescribed or
administered per patient, lot number prescribed or administered, and other drugs
coadministered. The records shall be maintained in a manner that allows veterinary facilities
o identify in a reasonable time which patients received drugs subjectto this EUA.

. ‘Veterinary facilities will maintain any records associated with this EUA for at least two years

following the termination of the declaratiornror the revocation of the authorization, or until
nofified by HHS or FDA, whichever is sooner. Such records will be made-available to AVL,
HHS, and FDA forinspection upon request.

2 Any request submitted via-an update to the file is considered accepted after 30 calendar days unless FDA provides
notice to'the contrary.

1.5, Food & Drug Administration
10803 New Hampshire Avenue
Silver Spring, WD 20903
T oy
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Conditions. of Authorization Related to Adverlisements and other Promotional Descriptive Printed
Matter

Q. Alladvertisements (including printed and nonprinted communications) and other promotional
descriptive printed matter, relafing to the authorized use of lvermeactin Liquid for Horses
(ivermectinoral solution) shall be consistent with the authorized Fact Sheet!® and the terms
set forth in this EUA, as well as comply with FD&C Act Sections 502(a) and 502(n), and 21
CFR Part 202. Additionally, the sponsor and authorized distributor(s) shall comply with any
other applicable requirements in the FD&C Act and its implementing regulations regarding
advertising andior promotion.

P. AVL and authorized distributor(s) may not imply that lvermectin Liquid for Horses (ivermactin
oral’solution) is FDA approved, conditionally approved, or indexed for the authorized tise.
AVL and authorized distributor(s) may disseminate advertisements {including printed and
nonprinted communications) and other promotional descriptive printed matter relating to the
emergency use of lvermectin Liquid for Horses (ivermectin oral solution) that provide
accurate descriptions of safely and effectiveness information summarized in the-authorized
Fatt Sheet. Such materials must include any limitations of information submitted to support
this authorization.

Q. All advertisements (including printed and nonprinted communications) and other promotional
descriptive printed matter relating fo the authorized use of lvermectin Liquid for Horses
(ivermectin oral solutivn) shall be accompanied by the authorized Fact Sheet and the
applicable-approved labeling (e.9., package insett), and shall cleaily and conspicuously state
that:

s |vermectin Liquid for Horses (ivermectin oral solution) has not been approved for short-
term prevention of infestations caused by New World screwworm (Cochliomyia
hominivorax) larvae (myiasis) when administered within 24 hours of birth or at the time of
initial wound care in horses;

o [vermeactin Liquid for Horses (vermectin.oral solution) has been authorized by FDA under
an EUA for short-term prevention of infestations caused by New World screwwworim
(Cochliomyia hominivorax} larvae {myiasis) when administered within 24 hours of birth or
at the time of initial wound care in horses; and

& lvermectin Liquid for Horses (ivermactin oral solution) is authorized ds described herein
only for the duration of the declaration that circumstances exist justifying the authorization
of the emergency useof lvermectin Liquid for Horses (ivermectin oral solution) under
Section 564(b)(1) of the FD&C Act, 21 U.S.C. § 380bbb-3(b)(1), unless the declaration is
terminated orthe authorization is revised or revoked sooner.

R. All advertisements (inclliding printed and nonprinted communications) and other promotional
descriptive printed matter must be submitted to your Type Vil Veterinary MasterFileasa G

'3 If the authorized Fact Sheet references sections: of a drug’s FDA-approved labeling, the entirety of each section is
considered part of the authorized Fact Sheet, except as otherwise specified. Advertising and promotional materials
may not use general references to approved labeling in lieu of summarizing or restating its contents when a summary
or restatement is otherwise needed to comply with applicable requirements.

U.8. Food & Drug Administration
10903 New Hampshire Avenue
Silver: Spring,-MD 20803
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submission atthe time of initial dissemination (publication or broadcast). When submitting,

identify the submission as promotion and advertising material.

If FDA notifies AVL orauthorized distributor(s) that any descriptive materials, advertising, or
promotional materials do not meet the terms set forth in this EUA, AVL or authorized
distributor(s) must discontinue and/or cease distribution of such advertisements (including
printed and nonprinted communications) and other promotional descriptive printed matterin
accordance with FDA’s notification. Furthermaore, as part of its notification, FDA may also
require AVL or authorized distributor(s) to issue corrective communication(s).

IV, Duration of Authorization

This EUA will be effective as described herein until the declaration that circumstances exist
justifying the authorization of the emergency use of animal drugs during the NWS public
health-emergency is terminated under Section 5684(b)}(2) of the-FD&C Actorthe EUA is

revised or revoked urider Section 554(g) of the FD&C Act.
Sincerely,
S/

Timothy Schell, Ph.D.
Director

Centerfor Veterinary Medicine
U.8. Food and Drug Administration

Enclosures: ;
Freedom of information Summary
Fact Sheet

U.8 Food & Drug Administration
10903 New Hampshire:Avenle
Silver:Spring, MD 20903
v T dav

Grace R. Graham, DEPARTMENT OF HEALTH AND
Deputy Commissioner for Policy, Legislation, ~ HUMAN SERVICES

and International Affairs.

[FR Doc. 2026-17719 Filed 8-28-26; 8:45 am| Food and Drug Administration

BILLING CODE 4164-01-C [Docket No. FDA-2025-N-1599]

Rahim Shafa; Denial of Hearing; Final
Debarment Order

AGENCY: Food and Drug Administration,
HHS.

ACTION: Notice.

SUMMARY: The Food and Drug
Administration (FDA or Agency) is
denying a request for a hearing
submitted by Rahim Shafa (Dr. Shafa)
and is issuing an order under the
Federal Food, Drug, and Cosmetic Act
(FD&C Act) permanently debarring Dr.
Shafa from providing services in any
capacity to a person that has an
approved or pending drug product
application and debarring Dr. Shafa for
20 years from importing or offering for
import any drug into the United States.
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