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{ U.S. FOOD & DRUG

ADRINISTRATION

April 18, 2024

Oliver Jahnel

Regulatory Affairs Scientist, Molecular Diagnostics
Fast Track Diagnostios Tuxeribourg S.a.r.l

A Siemens Healthineers Company

29, Rue Henri Koch

1-4354 Eschesur-Alzette, Luxembourg

Re: Revocation of EUAZ00871

Dear Oliver Jahnel:

This letter is i response to'the request from Fast Track Diagnostics Luxembowrg S.4.1:L
{a Siemens Healthineers Company), i ancemail dated April 11, 2024, that the U.S. Food and
Drug Administration (FDA) deregister the EUA for the FTD SARS-CoV-2 issued on May 5,
2020, amended on July 9, 2020, reissued on January 26, 2021, and amended on April 7, 2021,
September 23, 2021, and January 19, 2022, Fast Track Diagnostics Luxembourg 8.4.r.1: indicated
that they have ceased United States distribution of the authorized product and requested thatthe
EUA be deregistered. Communication with the company made clear that, based on their request,
FDA would revoke the EUA. FDA understands that as of the date of this letter there areno
viable FTD SARS-CoV-2 reagents remaining in distribution i the United States.

The authorization of a-device for emergency use under section 564 of the Federal Food,
Drug, and Cosmetic Act {the Act)(21 U.8:C. 360bbb-3) may, pursuant to section 364(g)(2) of
thie Act, be fevoked when circumstanoes niake such révocation appropriate 1o protect the public
health or safety (section 564(g)2)(Cy of the Act). Because Fast Track Diagnosties Luxembourg
S.4r.1 has requested that FDA deregister the FUA for the FTD SARS-CoV-2, FDA has
determined that it is appropriate to protect the public health or safety to revoke this authorization.
Accordingly, FDA hereby revokes EUA200571 forthe FTD SARS-Co V-2, pursuant 16 sectiont
S64(e)2)C) of the Act. As of the date of this letter, the FTI) SARS-CoV-2 is no longer
authorized for emergency use by FDA,

Notice of this revocation will be published in the Federal Register; pursuant to section
564(hy( 1) of the Act.

Sincerely;

sl

Jeffrey E. Shuren, M.D., 1D,

Director

Center for Devices and Radiological Health
Food and Drug Administration

Dated: May 14, 2024. DEPARTMENT OF HEALTH AND announcing the availability of
Lauren K. Roth, HUMAN SERVICES additional draft and revised draft
Associate Commissioner for Policy. Food and Drua Administrati product-specific guidances. The draft
[FR Doc. 2024-10910 Filed 5-16-24; 8:45 am] ood and Drug Administration guidances pro.v1de product-specific

recommendations on, among other
BILLING CODE f164-01-C [Docket No. FDA-2007-D-0369] things, the design of bioequivalence

(BE) studies to support abbreviated new
drug applications (ANDAs). In the
Federal Register of June 11, 2010, FDA
announced the availability of a guidance
AGENCY: Food and Drug Administration, for industry entitled “Bioequivalence

Product-Specific Guidances; Draft and
Revised Draft Guidances for Industry;
Availability

HHS. Recommendations for Specific

ACTION: Notice of availability. Products” that explained the process
that would be used to make product-

SUMMARY: The Food and Drug specific guidances available to the

Administration (FDA or Agency) is public on FDA’s website. The draft
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guidances identified in this notice were
developed using the process described
in that guidance.

DATES: Submit either electronic or
written comments on the draft guidance
by July 16, 2024 to ensure that the
Agency considers your comment on this
draft guidance before it begins work on
the final version of the guidance.

ADDRESSES: You may submit comments
on any guidance at any time as follows:

Electronic Submissions

Submit electronic comments in the
following way:

e 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:

e 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.

e 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—
2007-D-0369 for “Product-Specific
Guidances; Draft and Revised Draft
Guidances for Industry.” 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 draft guidance to the
Division of Drug Information, Center for
Drug Evaluation and Research, Food
and Drug Administration, 10001 New
Hampshire Ave., Hillandale Building,
4th Floor, Silver Spring, MD 20993—
0002. Send one self-addressed adhesive
label to assist that office in processing
your requests. See the SUPPLEMENTARY
INFORMATION section for electronic
access to the draft guidance document.
FOR FURTHER INFORMATION CONTACT:
Christine Le, Center for Drug Evaluation
and Research, Food and Drug

Administration, 10903 New Hampshire
Ave., Bldg. 75, Rm. 4714, Silver Spring,
MD 20993-0002, 301-796-2398, PSG-
Questions@fda.hhs.gov.
SUPPLEMENTARY INFORMATION:

I. Background

In the Federal Register of June 11,
2010 (75 FR 33311), FDA announced the
availability of a guidance for industry
entitled “Bioequivalence
Recommendations for Specific
Products” that explained the process
that would be used to make product-
specific guidances available to the
public on FDA’s website at https://
www.fda.gov/drugs/guidance-
compliance-regulatory-information/
guidances-drugs.

As described in that guidance, FDA
adopted this process as a means to
develop and disseminate product-
specific guidances and provide a
meaningful opportunity for the public to
consider and comment on those
guidances. Under that process, draft
guidances are posted on FDA’s website
and announced periodically in the
Federal Register. The public is
encouraged to submit comments on
those recommendations within 60 days
of their announcement in the Federal
Register. FDA considers any comments
received and either publishes final
guidances or publishes revised draft
guidances for comment. Guidances were
last announced in the Federal Register
on February 16, 2024 (89 FR 12354).
This notice announces draft product-
specific guidances, either new or
revised, that are posted on FDA'’s
website.

II. Drug Products for Which New Draft
Product-Specific Guidances Are
Available

FDA is announcing the availability of
new draft product-specific guidances for
industry for drug products containing
the following active ingredients:

TABLE 1—NEW DRAFT PRODUCT-
SPECIFIC GUIDANCES FOR DRUG
PRODUCTS

Active Ingredient(s)

Atorvastatin calcium
Baclofen

Bexagliflozin
Daprodustat
Elacestrant dihydrochloride
Gadopiclenol
Ganciclovir

Ganirelix acetate
Indomethacin
Lacosamide

Levodopa

Lidocaine hydrochloride
Liraglutide recombinant
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TABLE 1—NEW DRAFT PRODUCT-—
Continued
SPECIFIC GUIDANCES FOR DRUG
PRODUCTS

Active Ingredient(s)

Lotilaner

Nalmefene hydrochloride
Omaveloxolone
Oxazepam
Pegcetacoplan
Perfluorohexyloctane
Pirtobrutinib

Rezafungin acetate
Sodium oxybate
Sparsentan

Tasimelteon

Tobramycin

Zavegepant hydrochloride

III. Drug Products for Which Revised
Draft Product-Specific Guidances Are
Available

FDA is announcing the availability of
revised draft product-specific guidances
for industry for drug products
containing the following active
ingredients:

TABLE 2—REVISED DRAFT PRODUCT-
SPECIFIC GUIDANCES FOR DRUG
PRODUCTS

Active Ingredient(s)

Benzoyl peroxide; Erythromycin (multiple ref-
erence listed drugs)

Fluticasone furoate

Fluticasone furoate; Vilanterol trifenatate

Nitrofurantoin

Tretinoin

For a complete history of previously
published Federal Register notices
related to product-specific guidances, go
to https://www.regulations.gov and
enter Docket No. FDA-2007-D-0369.

These draft guidances are being
issued consistent with FDA’s good
guidance practices regulation (21 CFR
10.115). These draft guidances, when
finalized, will represent the current
thinking of FDA on, among other things,
the product-specific design of BE
studies to support ANDAs. They do not
establish any rights for any person and
are not binding on FDA or the public.
You can use an alternative approach if
it satisfies the requirements of the
applicable statutes and regulations.

IV. Paperwork Reduction Act of 1995

FDA tentatively concludes that these
draft guidances contain no collection of
information. Therefore, clearance by the
Office of Management and Budget under
the Paperwork Reduction Act of 1995 is
not required.

V. Electronic Access

Persons with access to the internet
may obtain the draft guidance at https://
www.fda.gov/drugs/guidance-
compliance-regulatory-information/
guidances-drugs, https://www.fda.gov/
regulatory-information/search-fda-
guidance-documents, or https://
www.regulations.gov.

Dated: May 14, 2024.

Lauren K. Roth,

Associate Commissioner for Policy.

[FR Doc. 2024-10896 Filed 5—16—24; 8:45 am]
BILLING CODE 4164-01-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Indian Health Service

Notice of Proposed Purchased/
Referred Care Delivery Area Re-
Designation for the Pokagon Band of
Potawatomi Indians of Michigan and
Indiana

AGENCY: Indian Health Service,
Department of Health and Human
Services.

ACTION: Notice.

SUMMARY: This Notice advises the public
that the Indian Health Service (IHS)
proposes to expand the geographic
boundaries of the Purchased/Referred
Care Delivery Area (PRCDA) for the
Pokagon Band of Potawatomi Indians of
Michigan and Indiana to include the
counties of Kalamazoo, Kent, and
Ottawa in the State of Michigan. The
sole purpose of this expansion would be
to authorize additional Pokagon Band of
Potawatomi Indians of Michigan and
Indiana citizens and other PRC-eligible
individuals to receive PRC services.

DATES: Comments must be submitted by
June 17, 2024.

ADDRESSES: Because of staff and
resource limitations, we cannot accept
comments by facsimile (FAX)
transmission. You may submit
comments in one of four ways (please
choose only one of the ways listed):

1. Electronically. You may submit
electronic comments on this regulation
to http://www.regulations.gov. Follow
the “Submit a Comment” instructions.

2. By regular mail. You may mail
written comments to the following
address ONLY: Carl Mitchell, Director,
Division of Regulatory and Policy
Coordination, Indian Health Service,
5600 Fishers Lane, Mail Stop: 09E70,
Rockville, Maryland 20857.

Please allow sufficient time for mailed
comments to be received before the
close of the comment period.

3. By express or overnight mail. You
may send written comments to the
above address.

4. By hand or courier. If you prefer,
you may deliver (by hand or courier)
your written comments before the close
of the comment period to the address
above.

If you intend to deliver your
comments to the Rockville address,
please call telephone number (301) 443—
1116 in advance to schedule your
arrival with a staff member.

FOR FURTHER INFORMATION CONTACT:
CAPT John Rael, Director, Office of
Resource Access and Partnerships,
Indian Health Service, 5600 Fishers
Lane, Mail Stop: 10E85C, Rockville,
Maryland 20857. Telephone (301) 443—
0969 (This is not a toll free number).
SUPPLEMENTARY INFORMATION:

Inspection of Public Comments: All
comments received before the close of
the comment period are available for
viewing by the public, including any
personally identifiable or confidential
business information that is included in
a comment.

Background: The IHS provides
services under regulation in effect as of
September 15, 1987, and republished at
42 CFR part 136, subparts A—C. Subpart
C defines a Contract Health Service
Delivery Area (CHSDA), now referred to
as PRCDA, as the geographic area within
which PRC will be made available by
the IHS to members of an identified
Indian community who reside in the
PRCDA. Residence within a PRCDA by
a person who is within the scope of the
Indian health program, as set forth in 42
CFR 136.12, creates no legal entitlement
to PRC but only potential eligibility for
services. Services needed, but not
available at an IHS/Tribal facility, are
provided under the PRC program
depending on the availability of funds,
the relative medical priority of the
services to be provided, and the actual
availability and accessibility of alternate
resources in accordance with the
regulations.

The regulations at 42 CFR part 136,
subpart C provide that, unless otherwise
designated, a PRCDA shall consist of a
county which includes all or part of a
reservation and any county or counties
which have a common boundary with
the reservation. 42 CFR 136.22(a)(6).
The regulations also provide that after
consultation with the Tribal governing
body or bodies on those reservations
included within the PRCDA, the
Secretary may, from time to time, re-
designate areas within the United States
for inclusion in or exclusion from a
PRCDA. 42 CFR 136.22(b).

The regulations require that certain
criteria must be considered before any
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