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Jeffrey M. Zirger, 
Lead, Information Collection Review Office, 
Office of Public Health Ethics and 
Regulations, Office of Science, Centers for 
Disease Control and Prevention. 
[FR Doc. 2026–15982 Filed 8–5–26; 8:45 am] 

BILLING CODE 4163–18–P 

DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 

Administration for Children and 
Families 

Announcement of the Intent To Award 
a Single-Source Cooperative 
Agreement to Burke Law Group, PLLC 
in Houston, Texas 

AGENCY: Office of Refugee Resettlement 
(ORR), Administration for Children and 
Families (ACF), Department of Health 
and Human Services (HHS). 
ACTION: Notice of intent to award a 
single-source cooperative agreement 

SUMMARY: The ACF, ORR announces the 
intent to award a single-source 
cooperative agreement in an amount of 
up to $150,000,000 to Burke Law Group, 
a law firm headquartered in Houston, 
Texas. The purpose of this proposed 
award is to provide legal orientation, 
legal consultation, and attorney-of- 
record representation services for 
eligible unaccompanied alien children 
(UACs) during immigration proceedings 
before the Executive Office for 
Immigration Review (EOIR) and in 
hearings and proceedings before the 
U.S. Citizenship and Immigration 
Services (USCIS) while children remain 
in ORR care. The proposed award also 
includes limited discharge-related legal 
continuity planning and referral support 
for children exiting ORR care. Under the 
proposed award, Burke Law Group 
would provide legal orientation, legal 
consultation, and attorney-of-record 
representation services for eligible 
UACs while they remain in ORR care. 
The recipient would also provide 
limited discharge-related legal 
continuity planning and referral support 
to assist children in connecting with 
appropriate post-discharge legal 
resources. 
DATES: The proposed period of 
performance is August 15, 2026 to 
August 14, 2027. 
FOR FURTHER INFORMATION CONTACT: 
Reina Byrd, Assistant Deputy Director, 
Unaccompanied Alien Children Bureau, 
330 C St SW, Washington, DC 20201. 
Telephone: (202) 256–9497, 
Reina.Byrd@acf.hhs.gov. 
SUPPLEMENTARY INFORMATION: ORR 
announces the intent to award a single- 

source cooperative agreement to Burke 
Law Group to provide legal orientation, 
legal consultation, and attorney-of- 
record representation services, as 
required under 8 U.S.C. 1232(c)(5), 45 
CFR 410.1309(a), and the preliminary 
injunction in Community Legal Services 
In East Palo Alto, et. al. v. HHS, et. al., 
No. 4:25-cv-02847 (N.D. Cal.), for 
eligible UACs during immigration 
proceedings before EOIR and in 
hearings and proceedings before USCIS 
while children remain in ORR care. The 
proposed award also includes limited 
discharge-related legal continuity 
planning and referral support. 

The proposed award would expand 
ORR’s capacity to provide legal 
orientation, legal consultation, and 
attorney-of-record representation 
services for eligible UACs while 
complementing existing ORR-funded 
legal services. Services under the 
proposed award include legal 
orientation, legal consultation, and 
attorney-of-record representation during 
immigration proceedings before EOIR 
and USCIS, and limited discharge- 
related legal continuity planning and 
referral support. 

The proposed award is intended to 
help address identified gaps in legal 
orientation, legal consultation, and 
attorney-of-record representation 
services for eligible UACs while 
supporting ORR’s statutory 
responsibility to ensure, to the greatest 
extent practicable, that eligible UACs 
have counsel to represent them during 
immigration proceedings. 

Statutory Authority: Section 462 of 
the Homeland Security Act of 2002, 6 
U.S.C. 279, transferred responsibility for 
the care and custody of UACs to the 
Office of Refugee Resettlement. In 
addition, the William Wilberforce 
Trafficking Victims Protection 
Reauthorization Act of 2008, 8 U.S.C. 
1232(c)(4) and (c)(5), requires the 
Department of Health and Human 
Services, to the greatest extent 
practicable and consistent with 8 U.S.C. 
1362, to ensure that UACs have counsel 
to represent them in legal proceedings 
or matters and to protect them from 
mistreatment, exploitation, and 
trafficking. 

Dawnisha Helland, 
Assistant Principal Deputy Director, 
Unaccompanied Alien Children Bureau, 
Office of Refugee Resettlement. 
[FR Doc. 2026–16081 Filed 8–4–26; 4:15 pm] 

BILLING CODE 4184–45–P 

DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 

Food and Drug Administration 

[Docket No. FDA–2026–N–7956] 

Authorization of Emergency Use of an 
In Vitro Diagnostic Device in Response 
to an Outbreak of Mpox; Availability 

AGENCY: Food and Drug Administration, 
HHS. 
ACTION: Notice. 

SUMMARY: The Food and Drug 
Administration (FDA or Agency) is 
announcing the issuance of an 
Emergency Use Authorization (EUA) 
(the Authorization) under the Federal 
Food, Drug, and Cosmetic Act (FD&C 
Act) in response to an outbreak of 
Mpox. FDA has issued an Authorization 
for an in vitro diagnostic device, Allplex 
HSV–1&2/VZV/MPXV Assay, for the 
simultaneous qualitative detection and 
differentiation of viral nucleic acid from 
monkeypox virus (MPXV clade I/II and 
MPXV clade II)1, herpes simplex virus 
type 1 (HSV–1), herpes simplex virus 
type 2 (HSV–2), and varicella-zoster 
virus (VZV). The Authorization 
contains, among other things, 
conditions on the emergency use of the 
authorized product. The Authorization 
follows the August 9, 2022, 
determination by the Secretary of Health 
and Human Services (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 monkeypox virus. On the basis 
of such determination, the Secretary of 
HHS declared, on September 7, 2022, 
that circumstances exist justifying the 
authorization of emergency use of in 
vitro diagnostics for detection and/or 
diagnosis of infection with the 
monkeypox virus, including in vitro 
diagnostics that detect and/or diagnose 
infection with non-variola 
Orthopoxvirus, pursuant to the FD&C 
Act, subject to terms of any 
authorization issued under that section. 
The Authorization, which includes an 
explanation of the reasons for issuance, 
is listed in this document, and can be 
accessed on FDA’s website from the link 
indicated. 
DATES: The Authorization is effective as 
of July 9, 2026. 
ADDRESSES: Submit written requests for 
single copies of an EUA to the Office of 
Policy, Center for Devices and 
Radiological Health, Food and Drug 
Administration, 10903 New Hampshire 
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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. 

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. 

Ave., Bldg. 66, Rm. 5441, Silver Spring, 
MD 20993–0002. Send one self- 
addressed adhesive label to assist that 
office in processing your request or 
include a fax number to which the 
Authorization may be sent. See the 
SUPPLEMENTARY INFORMATION section for 
electronic access to the Authorization. 
FOR FURTHER INFORMATION CONTACT: Kim 
Sapsford-Medintz, Office of Product 
Evaluation and Quality, Center for 
Devices and Radiological Health, Food 
and Drug Administration, 10903 New 
Hampshire Ave., Bldg. 66, Rm. 3216, 
Silver Spring, MD 20993–0002, 301– 
796–0311 (this is not a toll-free 
number). 

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, 
radiological, or nuclear agent or 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, 
radiological, or nuclear agent or 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: (1) 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; (2) 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 of the 
U.S. Code, of attack with (A) a 
biological, chemical, radiological, or 
nuclear agent or agents; or (B) 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 (3) 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 biological, chemical, 
radiological, or nuclear agent or agents, 
or a disease or condition that may be 
attributable to such agent or agents; or 
(4) 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 the internet website of FDA. 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, 
or 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). 

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 Authorization 
The Authorization follows the August 

9, 2022, 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 monkeypox virus. 
Notice of the Secretary’s determination 
was provided in the Federal Register on 
August 15, 2022 (87 FR 50090). On the 
basis of such determination, the 
Secretary of HHS declared, on 
September 7, 2022, that circumstances 
exist justifying the authorization of 
emergency use of in vitro diagnostics for 
detection and/or diagnosis of infection 
with the monkeypox virus, including in 
vitro diagnostics that detect and/or 
diagnose infection with non-variola 
Orthopoxvirus, pursuant to section 564 
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of the FD&C Act, subject to the terms of 
any authorization issued under that 
section. Notice of the Secretary’s 
declaration was provided in the Federal 
Register on September 13, 2022 (87 FR 
56074). On July 9, 2026, having 
concluded that the criteria for issuance 
of the Authorization under section 
564(c) of the FD&C Act are met, FDA 
issued an EUA to Seegene USA, Inc. for 
the Allplex HSV–1&2/VZV/MPXV 
Assay subject to the terms of the 
Authorization. The Authorization, 

which is included below in its entirety 
after section IV of this document (not 
including the authorized versions of the 
fact sheets and other written materials), 
provides an explanation of the reasons 
for issuance, as required by section 
564(h)(1) of the FD&C Act. Any 
subsequent revision to the 
Authorization can be found from FDA’s 
web page at: https://www.fda.gov/ 
emergency-preparedness-and-response/ 
mcm-legal-regulatory-and-policy- 

framework/emergency-use- 
authorization. 

IV. Electronic Access 

An electronic version of this 
document and the full text of the 
Authorization is available on the 
internet and can be accessed from 
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. 2026–15964 Filed 8–5–26; 8:45 am] 

BILLING CODE 4164–01–C 

DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 

Food and Drug Administration 

[Docket No. FDA–1998–D–0038] 

Evaluating the Safety of Antimicrobial 
New Animal Drugs With Regard to their 
Microbiological Effects on Bacteria of 
Human Health Concern; Guidance for 
Industry; Availability 

AGENCY: Food and Drug Administration, 
HHS. 
ACTION: Notice of availability. 

SUMMARY: The Food and Drug 
Administration (FDA, Agency, or we) is 
announcing the availability of a final 
guidance for industry (GFI) #152 
entitled ‘‘Evaluating the Safety of 
Antimicrobial New Animal Drugs with 
Regard to their Microbiological Effects 
on Bacteria of Human Health Concern.’’ 
This guidance document informs 
interested parties about FDA’s current 
method for evaluating potential 
microbiological effects of antimicrobial 
new animal drugs on bacteria of human 
health concern as part of the new 
animal drug application process. 
DATES: The announcement of the 
guidance is published in the Federal 
Register on August 6, 2026. 
ADDRESSES: You may submit either 
electronic or written comments on 
Agency guidances at any time as 
follows: 

Electronic Submissions 

Submit electronic comments in the 
following way: 

• Federal eRulemaking Portal: 
https://www.regulations.gov. Follow the 
instructions for submitting comments. 
Comments submitted electronically, 
including attachments, to https://
www.regulations.gov will be posted to 
the docket unchanged. Because your 
comment will be made public, you are 
solely responsible for ensuring that your 
comment does not include any 
confidential information that you or a 
third party may not wish to be posted, 
such as medical information, your or 
anyone else’s Social Security number, or 
confidential business information, such 
as a manufacturing process. Please note 
that if you include your name, contact 
information, or other information that 
identifies you in the body of your 

comments, that information will be 
posted on https://www.regulations.gov. 

• If you want to submit a comment 
with confidential information that you 
do not wish to be made available to the 
public, submit the comment as a 
written/paper submission and in the 
manner detailed (see ‘‘Written/Paper 
Submissions’’ and ‘‘Instructions’’). 

Written/Paper Submissions 
Submit written/paper submissions as 

follows: 
• Mail/Hand Delivery/Courier (for 

written/paper submissions): Dockets 
Management Staff (HFA–305), Food and 
Drug Administration, 5630 Fishers 
Lane, Rm. 1061, Rockville, MD 20852. 

• For written/paper comments 
submitted to the Dockets Management 
Staff, FDA will post your comment, as 
well as any attachments, except for 
information submitted, marked and 
identified, as confidential, if submitted 
as detailed in ‘‘Instructions.’’ 

Instructions: All submissions received 
must include the Docket No. FDA– 
1998–D–0038 for ‘‘Evaluating the Safety 
of Antimicrobial New Animal Drugs 
with Regard to their Microbiological 
Effects on Bacteria of Human Health 
Concern.’’ Received comments will be 
placed in the docket and, except for 
those submitted as ‘‘Confidential 
Submissions,’’ publicly viewable at 
https://www.regulations.gov or at the 
Dockets Management Staff between 9 
a.m. and 4 p.m., Monday through 
Friday, 240–402–7500. 

• Confidential Submissions—To 
submit a comment with confidential 
information that you do not wish to be 
made publicly available, submit your 
comments only as a written/paper 
submission. You should submit two 
copies total. One copy will include the 
information you claim to be confidential 
with a heading or cover note that states 
‘‘THIS DOCUMENT CONTAINS 
CONFIDENTIAL INFORMATION.’’ The 
Agency will review this copy, including 
the claimed confidential information, in 
its consideration of comments. The 
second copy, which will have the 
claimed confidential information 
redacted/blacked out, will be available 
for public viewing and posted on 
https://www.regulations.gov. Submit 
both copies to the Dockets Management 
Staff. If you do not wish your name and 
contact information to be made publicly 
available, you can provide this 
information on the cover sheet and not 
in the body of your comments and you 
must identify this information as 
‘‘confidential.’’ Any information marked 
as ‘‘confidential’’ will not be disclosed 
except in accordance with 21 CFR 10.20 
and other applicable disclosure law. For 

more information about FDA’s posting 
of comments to public dockets, see 80 
FR 56469, September 18, 2015, or access 
the information at: https://
www.govinfo.gov/content/pkg/FR-2015- 
09-18/pdf/2015-23389.pdf. 

Docket: For access to the docket to 
read background documents or the 
electronic and written/paper comments 
received, go to https://
www.regulations.gov and insert the 
docket number, found in brackets in the 
heading of this document, into the 
‘‘Search’’ box and follow the prompts 
and/or go to the Dockets Management 
Staff, 5630 Fishers Lane, Rm. 1061, 
Rockville, MD 20852, 240–402–7500. 

You may submit comments on any 
guidance at any time (see 21 CFR 
10.115(g)(5)). 

Submit written requests for single 
copies of the guidance 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 guidance 
document. 

FOR FURTHER INFORMATION CONTACT: Ron 
Miller, Center for Veterinary Medicine, 
Food and Drug Administration, 5001 
Campus Drive, College Park, MD 20740, 
240–402–0795, ron.miller@fda.hhs.gov. 
SUPPLEMENTARY INFORMATION: 

I. Background 

In 2003, FDA issued GFI #152, 
entitled ‘‘Evaluating the Safety of 
Antimicrobial New Animal Drugs with 
Regard to their Microbiological Effects 
on Bacteria of Human Health Concern.’’ 
GFI #152 outlines a qualitative risk 
assessment methodology as a process for 
evaluating foodborne antimicrobial 
resistance concerns related to the use of 
antimicrobial drugs in food-producing 
animals. GFI #152 also contains an 
appendix, commonly referred to as 
‘‘Appendix A,’’ in which FDA ranks 
antimicrobial drugs according to their 
relative importance to human medicine: 
‘‘critically important,’’ ‘‘highly 
important,’’ or ‘‘important.’’ As stated in 
the guidance, the drug/drug class 
rankings provided in the Appendix are 
intended specifically to inform one 
component of the described qualitative 
risk assessment methodology, and they 
are not intended to be used as a 
standalone guide for antimicrobial use 
in veterinary practice or otherwise to 
serve as a standalone risk management 
tool. 

The list, as published in 2003, of 
medically important antimicrobial drugs 
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