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Under § 361.1(d)(8), the investigator 
will immediately report to the RDRC all 
adverse effects associated with use of 
the drug, and the committee will then 
report to FDA all adverse reactions 
probably attributed to the use of the 
radioactive drug. 

Section 361.1(f) sets forth labeling 
requirements for radioactive drugs. 
These requirements are not in the 
reporting burden estimate because they 
are information supplied by the Federal 
Government to the recipient for the 
purposes of disclosure to the public (5 
CFR 1320.3(c)(2)). 

Types of research studies not 
permitted under the regulations are also 

specified in § 361.1(a) and include those 
intended for immediate therapeutic, 
diagnostic, or similar purposes or to 
determine the safety or effectiveness of 
the drug in humans for such purposes 
(i.e., to carry out a clinical trial for safety 
or efficacy). These studies require filing 
of an IND under 21 CFR part 312, and 
the associated information collections, 
are covered in OMB control number 
0910–0014. 

The primary purpose of this 
collection of information is to determine 
whether the research studies are being 
conducted in accordance with 
applicable statutes and regulations 
specified under 21 CFR 361.1 and that 

human subject safety is assured. If these 
studies were not reviewed, human 
subjects could be subjected to 
inappropriate radiation or 
pharmacologic risks. Respondents to 
this information collection are the 
chairperson or chairpersons of each 
individual RDRC, investigators, and 
participants in the studies. The burden 
estimates are based on our experience 
with these reporting and recordkeeping 
requirements and the number of 
submissions we received under the 
regulations over the past 3 years. 

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

TABLE 1—ESTIMATED ANNUAL REPORTING BURDEN 1 

21 CFR section and applicable form Number of 
respondents 

Number of 
responses per 

respondent 

Total annual 
responses 

Average 
burden per 
response 

Total hours 

§ 361.1(c)(3) reports and (c)(4) approval (Form FDA 
2914: Membership Summary) 2.

55 1 55 1 ........................... 55 

§ 361.1(c)(3) reports (Form FDA 2915: Study Sum-
mary) 3.

35 9 324 3.5 ........................ 1,134 

§ 361.1(d)(8) adverse events ........................................ 10 1 10 .5 (30 minutes) ..... 5 

Total ....................................................................... ........................ ........................ 389 .............................. 1,194 

1 There are no capital costs or operating and maintenance costs associated with this collection of information. 
2 https://www.fda.gov/downloads/AboutFDA/ReportsManualsForms/Forms/UCM094979.pdf. 
3 https://www.fda.gov/downloads/AboutFDA/ReportsManualsForms/Forms/UCM074720.pdf. 

TABLE 2—ESTIMATED ANNUAL RECORDKEEPING BURDEN 1 

21 CFR section Number of 
recordkeepers 

Number of 
records per 

recordkeepers 

Total annual 
records 

Average 
burden per 

recordkeeping 
Total hours 

§ 361.1(c)(2) RDRC ....................................................... 55 4 220 10 ......................... 2,200 
§ 361.1(d)(5) human research subjects ........................ 35 9 324 .75 (45 minutes) ... 243 

Total ....................................................................... ........................ ........................ 544 .............................. 2,443 

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

Our estimated burden for the 
information collection reflects an 
overall decrease of 52 hours and a 
corresponding decrease of 97 responses. 
This is attributed to the Agency 
receiving fewer submissions over the 
last few years due to decreased subject 
enrollment during the pandemic. 

Grace R. Graham, 
Deputy Commissioner for Policy, Legislation, 
and International Affairs. 
[FR Doc. 2026–07507 Filed 4–16–26; 8:45 am] 
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SUMMARY: The Food and Drug 
Administration (FDA or the Agency) is 
announcing the issuance of four 
Emergency Use Authorizations (EUA) 
(Authorization) under the Federal Food, 
Drug, and Cosmetic Act (FD&C Act) for 
new animal products. FDA has issued 
three EUAs for animal products as 
requested by Boehringer Ingelheim 

Animal Health USA, Inc. (Boehringer) 
for the prevention of infestations caused 
by New World screwworm (Cochliomyia 
hominivorax) (NWS) larvae (myiasis) in 
certain cattle, and for the treatment of 
such infestations in dogs, and cats. FDA 
has issued one EUA for an animal 
product as requested by Health and 
Hygiene (Pty) Ltd. for the prevention 
and treatment of infestations caused by 
NWS larvae (myiasis) in cattle, horses, 
minor species of hoof stock (e.g., sheep, 
goats, deer), raptors and other wild 
birds, pet birds, and captive wild, 
exotic, and zoo mammals. The 
Authorizations contain, among other 
things, conditions on the emergency use 
of the authorized products. The 
Authorizations follow the August 18, 
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 
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1 In 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). 

2 The 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. 

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: February 5, 
2026, February 18, 2026, and March 10, 
2026, respectively. 
ADDRESSES: Submit written requests for 
single copies of the EUAs 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 
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. 

III. 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 
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 

VerDate Sep<11>2014 17:35 Apr 16, 2026 Jkt 268001 PO 00000 Frm 00027 Fmt 4703 Sfmt 4703 E:\FR\FM\17APN1.SGM 17APN1kh
am

m
on

d 
on

 D
S

K
9W

7S
14

4P
R

O
D

 w
ith

 N
O

T
IC

E

mailto:Crystal.Groesbeck@fda.hhs.gov


20663 Federal Register / Vol. 91, No. 74 / Friday, April 17, 2026 / Notices 

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 
four authorizations for the emergency 
use of animal products. On February 5, 
2026, FDA issued an EUA to Boehringer 
for the animal product Ivomec 
(ivermectin), subject to the terms of its 
Authorization. On February 18, 2026, 
FDA issued two EUAs to Boehringer for 

the animal products NexGard 
(afoxolaner) and NexGard COMBO 
(esafoxolaner, eprinomectin, and 
praziquantel topical solution), subject to 
the terms of their Authorizations. On 
March 10, 2026, FDA issued an EUA to 
Health and Hygiene (Pty) Ltd for the 
animal product F10 Antiseptic Wound 
Spray with Insecticide (benzalkonium 
chloride, polyhexanide and 
cypermethrin topical 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 
Authorization is 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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Grace R. Graham, 
Deputy Commissioner for Policy, Legislation, 
and International Affairs. 
[FR Doc. 2026–07509 Filed 4–16–26; 8:45 am] 

BILLING CODE 4164–01–C 

DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 

Food and Drug Administration 

[Docket No. FDA–2011–N–0655] 

Animal Generic Drug User Fee Act; 
Public Meeting; Request for Comments 

AGENCY: Food and Drug Administration, 
HHS. 

ACTION: Notice of public meeting; 
request for comments. 

SUMMARY: The Food and Drug 
Administration (FDA, the Agency, or 
we) is announcing the following virtual 
public meeting entitled ‘‘Animal 
Generic Drug User Fee Act.’’ The 
purpose of the public meeting is to 
invite public comment on the Animal 
Generic Drug User Fee Act (AGDUFA) 
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