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an additional connection, the manner 
for obtaining such additional 
connection and instructions for 
installation. 47 CFR 76.1600(a) provides 
that written information provided by 
cable operators to subscribers or 
customers pursuant to § 76.1620 may be 
delivered electronically by email to any 
subscriber who has not opted out of 
electronic delivery if the entity: (1) 
Sends the notice to the subscriber’s or 
customer’s verified email address; (2) 
Provides either the entirety of the 
written information or a weblink to the 
written information in the notice; and 
(3) Includes, in the body of the notice, 
a telephone number that is clearly and 
prominently presented to subscribers so 
that it is readily identifiable as an opt- 
out mechanism that will allow 
subscribers to continue to receive paper 
copies of the written material. 

Note: These recordkeeping and 
notification requirements ensure that 
subscribers are aware of the broadcast 
stations carried in compliance with the 
Commission’s cable must-carry rules, 
see 47 CFR 76.56. 

Federal Communications Commission. 
Kimberly Stewart, 
Federal Register Liaison Officer, Office of the 
Secretary. 
[FR Doc. 2022–28491 Filed 12–30–22; 8:45 am] 

BILLING CODE 6712–01–P 

GOVERNMENT ACCOUNTABILITY 
OFFICE 

Request for Medicaid and CHIP 
Payment and Access Commission 
(MACPAC) Nominations 

AGENCY: Government Accountability 
Office. 
ACTION: Request for letters of 
nomination and resumes. 

SUMMARY: The Children’s Health 
Insurance Program Reauthorization Act 
of 2009 (CHIPRA) established MACPAC 
to review Medicaid and CHIP access 
and payment policies and to advise 
Congress on issues affecting Medicaid 
and CHIP. CHIPRA gave the Comptroller 
General of the United States 
responsibility for appointing MACPAC’s 
members. The U.S. Government 
Accountability Office (GAO) is now 
accepting nominations for MACPAC 
appointments that will be effective May 
2023. Nominations should be sent to the 
email address listed below. 
Acknowledgement of receipt will be 
provided within a week of submission. 
DATES: Letters of nomination and 
resumes should be submitted no later 
than January 26, 2023, to ensure 

adequate opportunity for review and 
consideration of nominees prior to 
appointment. 

ADDRESSES: Submit letters of 
nomination and resumes to 
MACPACappointments@gao.gov. 
FOR FURTHER INFORMATION CONTACT: 
Susan Anthony at (312) 220–7666 or 
anthonys@gao.gov if you do not receive 
an acknowledgment or need additional 
information. For general information, 
contact GAO’s Office of Public Affairs, 
(202) 512–4800. 

Authority: 42 U.S.C. 1396. 

Gene L. Dodaro, 
Comptroller General of the United States. 
[FR Doc. 2022–27887 Filed 12–30–22; 8:45 am] 

BILLING CODE 1610–02–P 

DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 

Food and Drug Administration 

[Docket No. FDA–2021–N–0973] 

Revocation of Three Authorizations of 
Emergency Use of In Vitro Diagnostic 
Devices for Detection and/or Diagnosis 
of COVID–19; Availability 

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

SUMMARY: The Food and Drug 
Administration (FDA) is announcing the 
revocation of the Emergency Use 
Authorizations (EUAs) (the 
Authorizations) issued to the University 
of Texas MD Anderson Cancer Center, 
Molecular Diagnostics Laboratory (MD 
Anderson) for the MD Anderson High- 
throughput SARS–CoV–2 RT–PCR 
Assay, and Visby Medical, Inc. for the 
Visby Medical COVID–19 and Visby 
Medical COVID–19 Point of Care Test. 
FDA revoked these Authorizations 
under the Federal Food, Drug, and 
Cosmetic Act (FD&C Act). The 
revocations, which include an 
explanation of the reasons for each 
revocation, are reprinted in this 
document. 

DATES: The Authorization for the MD 
Anderson High-throughput SARS–CoV– 
2 RT–PCR Assay is revoked as of 
November 30, 2022. The Authorizations 
for the Visby Medical COVID–19 and 
Visby Medical COVID–19 Point of Care 
Test are revoked as of December 2, 2022. 
ADDRESSES: Submit written requests for 
a single copy of the revocations to the 
Office of Counterterrorism and 
Emerging Threats, Food and Drug 
Administration, 10903 New Hampshire 
Ave., Bldg. 1, Rm. 4338, 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 
revocations may be sent. See the 
SUPPLEMENTARY INFORMATION section for 
electronic access to the revocations. 
FOR FURTHER INFORMATION CONTACT: 
Jennifer Ross, Office of Counterterrorism 
and Emerging Threats, Food and Drug 
Administration, 10903 New Hampshire 
Ave., Bldg. 1, Rm. 4332, Silver Spring, 
MD 20993–0002, 301–796–8510 (this is 
not a toll-free number). 
SUPPLEMENTARY INFORMATION: 

I. Background 

Section 564 of the FD&C Act (21 
U.S.C. 360bbb–3) as amended by the 
Project BioShield Act of 2004 (Pub. L. 
108–276) and the Pandemic and All- 
Hazards Preparedness Reauthorization 
Act of 2013 (Pub. L. 113–5) allows FDA 
to strengthen the 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. On June 
24, 2020, FDA issued an EUA to MD 
Anderson for the MD Anderson High- 
throughput SARS–CoV–2 RT–PCR 
Assay, subject to the terms of the 
Authorization. Notice of the issuance of 
this Authorization was published in the 
Federal Register on November 20, 2020 
(85 FR 74346), as required by section 
564(h)(1) of the FD&C Act. On 
September 16, 2020, FDA issued an 
EUA to Visby Medical, Inc. for the Visby 
Medical COVID–19, subject to the terms 
of the Authorization. Notice of the 
issuance of this Authorization was 
published in the Federal Register on 
April 23, 2021 (86 FR 21749), as 
required by section 564(h)(1) of the 
FD&C Act. On February 8, 2021, FDA 
issued an EUA to Visby Medical, Inc. for 
the Visby Medical COVID–19 Point of 
Care Test, subject to the terms of the 
Authorization. Notice of the issuance of 
this Authorization was published in the 
Federal Register on April 23, 2021 (86 
FR 21749), as required by section 
564(h)(1) of the FD&C Act. Subsequent 
revisions to the Authorizations were 
made available on FDA’s website. The 
authorization of a device for emergency 
use under section 564 of the FD&C Act 
may, pursuant to section 564(g)(2) of the 
FD&C Act, be revoked when the criteria 
under section 564(c) of the FD&C Act for 
issuance of such authorization are no 
longer met (section 564(g)(2)(B) of the 
FD&C Act), or other circumstances make 
such revocation appropriate to protect 
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the public health or safety (section 
564(g)(2)(C) of the FD&C Act). 

II. EUA Revocation Requests 

On November 18, 2022, FDA received 
a request from MD Anderson for the 
withdrawal of, and on November 30, 
2022, FDA revoked, the Authorization 
for the MD Anderson High-throughput 
SARS–CoV–2 RT–PCR Assay. Because 
MD Anderson requested FDA withdraw 
the EUA for the MD Anderson High- 
throughput SARS–CoV–2 RT–PCR 
Assay, FDA has determined that it is 
appropriate to protect the public health 
or safety to revoke this Authorization. 
On November 29, 2022, FDA received a 
request from Visby Medical, Inc. for the 

closure of, and on December 2, 2022, 
FDA revoked, the Authorizations for the 
Visby Medical COVID–19 and Visby 
Medical COVID–19 Point of Care Test. 
Because Visby Medical, Inc. requested 
FDA close the EUAs for the Visby 
Medical COVID–19 and Visby Medical 
COVID–19 Point of Care Test, FDA has 
determined that it is appropriate to 
protect the public health or safety to 
revoke these Authorizations. 

III. Electronic Access 

An electronic version of this 
document and the full text of the 
revocations are available on the internet 
at https://www.regulations.gov/. 

IV. The Revocations 

Having concluded that the criteria for 
revocation of the Authorizations under 
section 564(g)(2)(C) of the FD&C Act are 
met, FDA has revoked the EUAs for MD 
Anderson’s MD Anderson High- 
throughput SARS–CoV–2 RT–PCR 
Assay and for Visby Medical, Inc.’s 
Visby Medical COVID–19 and Visby 
Medical COVID–19 Point of Care Test. 
The revocations in their entirety follow 
and provide an explanation of the 
reasons for each revocation, as required 
by section 564(h)(1) of the FD&C Act. 
BILLING CODE 4164–01–P 
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November 30, 2022 

Keyut P. Patel, Ph.D. 
Medical Dir1;Jctor, Molectil;tr Dia:gno:stics Laboratory 
The University of Texas MD Anderson Cancer Center 
6565MD AndersonBlvd. 
lfouston, TX 770$0 

R~; Revocation ofEUA200158 

Dear Dr. Patel: 

This letter is in response fo the reques,t Irom the Univ~tY ofTe'XaS MD Anderson Cancer 
Center, Molecular Diagnostics Laboratory; received via. email on November IS:, 2022, that the 
U.S. Pood and Drug Administration (FDA) withdraw the EUA for the MD Anderson High
throughput SARS-Co V-2 RT-PCRAssay issued on Jiine 24, 2020, and amertded Oh September 
23, 2021 and November-29; 2021. The University of Texas MD Anderson Cancer C1;Jnter, 
Molecular Diagnostics Laboratory drspontinued testing with ihe MD Anderson High•throughput 
SARS-CoV-2 RT-PCR Assay as of October .31, 2022. . 

The authorization of a dEWice fot em:ergertcy use urtder section 564 of the Federal Food, Drug, 
and Cosmetic Act (the Act) (21 US; C, 360bbb~3J may, pursuantto section 564(g)(2) of the Act, 
be revoked when circumstances make such revocation appropriate to protect the public health or 
safefy (section 564(g)(2)(C) ofthe.Act). Because the University of Texas MD Anderson Cancer 
Center, Molecular Dia.gnostics Laboratory has requested FDA-withdraw the EDA forthe MD 
Anderson fiigh'.'thtougbput SARS•Co-V-2 RT,PCRAssay, FDA has determined thatit is 
appropriate to protect the puWc health or safety to rievoke this authorization. Accordingly, FDA 
hereby re,,okes EUA200158 for the MD Anderson High-throughput SARS."CoV"2 RT~PCR 
Assay; pursuant to section 564(g)(2)(C) ofthe Act. As .of the date ofthis letter; the MD 
Anderson HiglHhrougli,put SARS•COV•2 R:N>CRAssay is no longer authorized for emetgency 
use by FDA. 

Notice of this revocation wifl be -published in the Federalliegfsfer, pursuan.Ho section 564(li)(l) 
oftheAct. 

Sincerel)':, 

Isl 

N:amandjJ N: Bumpus, Ph:D. 
ChiefScientist ·· 
:Food and DtugAdminiStrlltiOrt 
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U.S. FOOD & DRUG 
AClM!NH,iRAT!ON 

Beth Lingenfelter 
VP of Clinical :and Regulatory Affairi; 
ViS~y Medical, Inc. 
3010 NorthFirsrStreet 
SanJose, CA 95134 

Re: Revocation ofE(lA202617 

Dear Ms. 'Lingenfelter: 

December 2, 2022 

This letter is in response to the request frQm Vis by Medical, Inc., received via email on 
November 29, 2022, that the U.S. Food and Drug Administration (FDA) close the EUA for the 
Visby Medical COVID-19 issued on Septemoer 16, 2020, amended on December28, 2020, and 
reissued 011 August 31, 2021. Visby Medical, Inc. discontinued manufacturing the Visby Medical 
COVlD-19 test on January 25, 2021, and FDA Uildetstands there are no viable (non.expired) 
Visby Medical covro-19 tests remainingindistribution in the United States. 

The auth-0:ri.za:tion ofa device for ente:rgeru:yuse under section 564 -0fthe Federal. Food, Dtug, 
and Cosmetic Act (the Act) (21 U .S.C. 360bbb-3) may, pursuanno section SM(g)(2) of the Act, 
be revoked when cifcumstartces make such revocation appropriate to protect the public health or 
safety {section 564(g)(2)(C)of the Act). Because Visby Medical, Inc, has requested FDA close 
the EUA forthe Visby Medical COVID-19, FDA has determined that it is appropriate to protect 
the public health ◊t: safety to revoke this authorit.ation. Accordingly, FDA hereby revokes 
EUA202677 for lhe Vis by Medical covm~I 9, pursuant to section 564(g)(2)(C) of the Act.As 
of the date of this letter, the Visby Medical COVID-l 9 is no longer authorized for emergency 
useb)' FDA. 

Notice ofthisrevocation will be published in the Federal Register, pursuantto section 564(h)(1) 
oftheAct, 

Namandje N. Btm1pus, Ph.D. 
Chief Scientist 
Food and Drug Adtninistration 
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Dated: December 27, 2022. 
Lauren K. Roth, 
Associate Commissioner for Policy. 
[FR Doc. 2022–28496 Filed 12–30–22; 8:45 am] 

BILLING CODE 4164–01–C 

DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 

Announcement of First Meeting of the 
2025 Dietary Guidelines Advisory 
Committee and Request for Comments 

AGENCY: U.S. Department of Health and 
Human Services (HHS), Office of the 
Assistant Secretary for Health (OASH); 
U.S. Department of Agriculture (USDA), 

Food, Nutrition, and Consumer Services 
(FNCS). 
ACTION: Notice. 

SUMMARY: The U.S. Departments of 
Health and Human Services and 
Agriculture announce the first meeting 
of the newly appointed 2025 Dietary 
Guidelines Advisory Committee 
(Committee). This meeting will be open 
to the public virtually. Additionally, 
this notice opens a public comment 
period that will remain open until late 
2024, throughout the Committee’s 
deliberations. 

DATES: The first meeting will be held 
February 9–10, 2023. The public 

comment period opens with the 
publication of this notice. 
ADDRESSES:

(a) The meeting will be accessible 
online via livestream and recorded for 
later viewing. Registrants will receive 
the livestream information prior to the 
meeting. 

(b) You may send comments, 
identified by Docket OASH–2022–0021, 
by either of the following methods: 

• Online (preferred method): Federal 
eRulemaking Portal: http://
www.regulations.gov. 

• Mail: Janet M. de Jesus, MS, RD, 
HHS/OASH Office of Disease 
Prevention and Health Promotion 
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U.S. FOOll & DRUG 
Al>f!ll!Nflfl'Qi\TIOt,i'. 

Betli Lingenfelter 
VP ofClirucal and.Reguliitory Affaici 
Visby Medical, Inc. 
3010 North First Street 
San Jose;· CA 9513:4 

Re: Rtviltatfon of EUAlolU89 

Dear Ms, Lingenfelter: 

~l>er 2, 2022 

this letter is in resptnse t◊ the requesffron1 Vii.by Medical, Jnc., received via email on 
Noveml>er29, .. 2022., tfoitthe U.S. Food and DrugAdrninistration (FDA) close the ElJAfor .the 
Visby Medical. COVID-19 Point of Care Test issued on February 8; 2021, amended on 
September 23, 2021, and reissued on July 22, 2022, Visby Medical, Inc. discontinued 
manufacturing the Visb'y Medical COVID-l 9 Point of Care test on April 25, 2022, and FDA 
understands there are no vial:>le (non-expired) Visby Medical COVID-19 Point of Care Tests 
remaining in distribution in the United States, 

the authorization of a device for emergency use und¢r section 564 of the Federal Food, Drug, 
and Cosmetic Acf (theAct){21 US.C. 360bbb-3) may, pursuantfosection 564(g)(2) of the Act, 
be revok.ed.when circumstances make such tevocatioi;)appropriate to·protect the pubbc health; or 
safety (section 564(g)(2)(C)ofthe Act). Because Visby Medical, Inc, has requested FDAclose 
the E'UA for theVisby Medical COVID-19 :Point of Care Test,. FDA has determined that it is 
appropriate to protect the public health or safety to revoke this authorization. Accordingly, FDA 
hereby revokes EUA203089 for the Visby Medlc!ll · COVIQ-19 Point of Care Test, pursuant to 
section 564{g)(2)(C) of the Act, As of the date of this letter, the Vis by Medical COVID-19 Point 
of Care Test is no longer authorized for emergency use. by FDA. 

Notice of this revocation will be published in theFedetalRegtstet:, pursuant to section 564(h)(1) 
oftheAct 

Sincerely, 

Isl 

NarttandJeN. Bumpus, Ph.D. 
ChiefScientist 
Food and Drug Administr~:tion 

http://www.regulations.gov
http://www.regulations.gov
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