>
GPO,

19150

Federal Register/Vol. 88, No. 61/ Thursday, March 30, 2023/ Notices

of the statutory provision, which is
March 29, 2023. Although this policy is
being implemented immediately
without prior comment, FDA will
consider all comments received and
revise the guidance document as
appropriate.

This guidance is being issued
consistent with FDA’s good guidance
practices regulation (§ 10.115). The
guidance represents the current thinking
of FDA on “Cybersecurity in Medical
Devices: Refuse to Accept Policy for
Cyber Devices and Related Systems
Under Section 524B of the FD&C Act.”
It does not establish any rights for any
person and is not binding on FDA or the
public. You can use an alternative
approach if it satisfies the requirements
of the applicable statutes and
regulations.

I1. Electronic Access

Persons interested in obtaining a copy
of the guidance may do so by
downloading an electronic copy from
the internet. A search capability for all
Center for Devices and Radiological
Health guidance documents is available
at https://www.fda.gov/medical-devices/
device-advice-comprehensive-
regulatory-assistance/guidance-
documents-medical-devices-and-
radiation-emitting-products. This
guidance document is also available at
https://www.regulations.gov, https://
www.fda.gov/regulatory-information/
search-fda-guidance-documents, or
https://www.fda.gov/vaccines-blood-
biologics/guidance-compliance-
regulatory-information-biologics.
Persons unable to download an
electronic copy of “Cybersecurity in
Medical Devices: Premarket Submission
Considerations for Cyber Devices and
Related Systems Under Section 524B of

the FD&C Act” may send an email
request to CDRH-Guidance@fda.hhs.gov
to receive an electronic copy of the
document. Please use the document
number GUI00007021 and complete
title to identify the guidance you are
requesting.

III. Paperwork Reduction Act of 1995

While this guidance contains no new
collection of information, it does refer to
previously approved FDA collections of
information. Therefore, clearance by the
Office of Management and Budget
(OMB) under the Paperwork Reduction
Act of 1995 (PRA) (44 U.S.C. 3501—
3521) is not required for this guidance.
The previously approved collections of
information are subject to review by
OMB under the PRA. The collections of
information in the following FDA
regulations and guidance have been
approved by OMB as listed in the
following table:

21 CFR part or guidance Topic OMBNc(:)ontroI
807, SUDPAIt E ..o e Premarket notification ..........ccccoooiiiiiii i, 0910-0120
814, subparts A through E .........oooiiiiie e Premarket approval .........cccccoevenee 0910-0231
814, subpart H .....oooiiiei Humanitarian Device Exemption ... 0910-0332
860, subpart D ...... BTSSR De Novo classification process ...... 0910-0844
“Requests for Feedback and Meetings for Medical Device | Q-SUDMISSIONS ........ccccoiiiiiiiiiiiiiiiiee e 0910-0756
Submissions: The Q-Submission Program”.

Dated: March 27, 2023.
Lauren K. Roth,
Associate Commissioner for Policy.
[FR Doc. 2023-06646 Filed 3—29-23; 8:45 am]
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SUMMARY: The Food and Drug
Administration (FDA) is announcing the
issuance of a priority review voucher to
the sponsor of a rare pediatric disease
product application. The Federal Food,
Drug, and Cosmetic Act (FD&C Act), as
amended by the Food and Drug
Administration Safety and Innovation
Act (FDASIA), authorizes FDA to award
priority review vouchers to sponsors of
approved rare pediatric disease product
applications that meet certain criteria.
FDA is required to publish notice of the

award of the priority review voucher.
FDA has determined that DAYBUE
(trofinetide), approved March 10, 2023,
and manufactured by Acadia
Pharmaceuticals, Inc., meets the criteria
for a priority review voucher.

FOR FURTHER INFORMATION CONTACT:
Cathryn Lee, Center for Drug Evaluation
and Research, Food and Drug
Administration, 10903 New Hampshire
Ave., Silver Spring, MD 20993-0002,
301-796—1394, email: Cathryn.Lee@
fda.hhs.gov.

SUPPLEMENTARY INFORMATION: FDA is
announcing the issuance of a priority
review voucher to the sponsor of an
approved rare pediatric disease product
application. Under section 529 of the
FD&C Act (21 U.S.C. 360ff), which was
added by FDASIA, FDA will award
priority review vouchers to sponsors of
approved rare pediatric disease product
applications that meet certain criteria.
FDA has determined that DAYBUE
(trofinetide), manufactured by Acadia
Pharmaceuticals, Inc., meets the criteria
for a priority review voucher. DAYBUE
(trofinetide) solution is for the treatment
of Rett Syndrome in adults and
pediatric patients 2 years of age and
older.

For further information about the Rare
Pediatric Disease Priority Review
Voucher Program and for a link to the
full text of section 529 of the FD&C Act,
go to https://www.fda.gov/Forindustry/
DevelopingProductsforRareDiseases
Conditions/RarePediatricDiseasePriority
VoucherProgram/default.htm. For
further information about DAYBUE
(trofinetide), go to the “Drugs@FDA”
website at https://www.accessdata.

fda.gov/scripts/cder/daf/.
Dated: March 27, 2023.
Lauren K. Roth,
Associate Commissioner for Policy.
[FR Doc. 2023-06593 Filed 3-29-23; 8:45 am]
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