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contact Deirdra Stockmann at 410-786—
2433.)

2. Type of Information Collection
Request: Revision of a previously
approved collection; Title of
Information Collection: Initial Request
for State Implemented Moratorium
Form; Use: Congress has enacted section
1866 (j)(7) of the Social Security Act,
which allows for the imposition of
temporary moratorium. CMS
promulgated 42 CFR 424.570 in order to
comply with that statute, which requires
that prior to implementing state
Medicaid moratoria the state Medicaid
agency must notify the Secretary in
writing, including all of the details of
the moratoria, and obtain the Secretary’s
concurrence with the imposition of the
moratoria.

The Initial Request for State Medicaid
Implemented Moratorium, named the
“Initial Request for State Medicaid
Implemented Moratorium’” has been
created to collect that data, in a uniform
manner, which the states report to CMS
when they request a moratorium.
Currently, CMS is collecting this data on
an ad-hoc basis, however this process
needs to be standardized so that
moratoria decisions are being made
based on the same criteria each time.
The form may be used by states and
territories who wish to impose a
Medicaid or Children’s Health
Insurance Program moratorium. CMS
will use this information as a
standardized method to collect and
track state-imposed moratoria requests.
Form number: CMS-10628 (OMB
control number: 0938-1328); Frequency:
Occasionally; Affected Public: State,
Local, or Tribal Governments; Number
of Respondents: 5; Number of
Responses: 5; Total Burden Hours: 25.
(For questions regarding this collection
contact Alisha Sanders at 410-786—
0671).

William N. Parham, III,

Director, Division of Information Collections
and Regulatory Impacts, Office of Strategic
Operations and Regulatory Affairs.

[FR Doc. 2026—-06570 Filed 4-3-26; 8:45 am]|
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SUMMARY: The Food and Drug
Administration (FDA or we) is
announcing an updated data standard
requirement for the submission of
postmarketing individual case safety
report (ICSR) submissions for human
drug products, biological products, and
drug- or biologic-led combination
products to the FDA Adverse Event
Monitoring System (AEMS) database
(formerly FDA Adverse Event Reporting
System (FAERS)) via the Electronic
Submissions Gateway Next Generation
(ESG NextGen). Starting October 1,
2026, postmarketing ICSRs must be
reported using the data standards
adopted by FDA in the International
Council for Harmonisation (ICH)
guidance for industry entitled “E2B(R3)
Electronic Transmission of Individual
Case Safety Reports (ICSRs)
Implementation Guide—Data Elements
and Message Specification” (ICH
E2B(R3) Implementation Guidance),
which incorporates by reference
regional implementation guides
(collectively ICH E2B(R3) data
standards).

DATES: For postmarketing ICSRs for
human drug products, biological
products, and drug- or biologic-led
combination products submitted via
ESG NextGen, beginning October 1,
2026, the ICSRs must be submitted to
the AEMS database using ICH E2B(R3)
data standards.
FOR FURTHER INFORMATION CONTACT: For
information concerning drug products
and biological products regulated by the
Center for Drug Evaluation and
Research: Quocbao Pham, Center for
Drug Evaluation and Research (HFD—
430), Food and Drug Administration,
10903 New Hampshire Ave., Building
22, Rm. 4491, Silver Spring, MD 20993—
0002, (301)-796-5384, aemsesub@
fda.hhs.gov.

For information concerning biological
products regulated by the Center for

Biologics Evaluation and Research:
Phillip Kurs, Center for Biologics
Evaluation and Research, Food and
Drug Administration, (240)-402-7911.

SUPPLEMENTARY INFORMATION: FDA is
announcing an updated data standard
requirement for the submission of
postmarketing ICSR submissions for
human drug products, biological
products, and drug- or biologic-led
combination products to the AEMS
database via the ESG NextGen. Starting
October 1, 2026, postmarketing ICSR
submissions for human drug products,
biological products, and drug- and
biologic-led combination products to
the AEMS database via ESG NextGen
must be reported using the data
standards provided in the ICH E2B(R3)
Implementation Guidance (available at
https://www.fda.gov/media/81904/
download), which incorporates by
reference the guidance for industry and
technical specifications document
entitled “FDA Regional Implementation
Guide for E2B(R3) Electronic
Transmission of Individual Case Safety
Reports for Drug and Biological
Products” (ICH E2B(R3) FDA Regional
Implementation Guidance) (available at
https://www.fda.gov/media/180748/
download). The ICH E2B(R3)
Implementation Guidance and ICH
E2B(R3) FDA Regional Implementation
Guidance were issued to improve the
quality of data in ICSR submissions and
to enable improved handling and
analyses of ICSRs. Differences between
ICH E2B(R2) and ICH E2B(R3) include,
for example: new, changed, and
expanded data elements; assessment of
seriousness at the event level, rather
than the case level; and embedding of
attachments in the ICSR rather than
providing separately.

FDA postmarketing safety reporting
regulations for human drug and
biological products require that persons
subject to mandatory postmarketing
reporting requirements for human drug
products, biological products, and drug-
or biologic-led combination products
submit ICSRs in an electronic format
that FDA can process, review, and
archive. See 21 CFR 4.102,
230.220(c)(1), 310.305(e)(1),
314.80(g)(1), 314.81(b)(3)(V)(F)(1),
314.98, 329.100(c)(1), and 600.80(h)(1).
The regulations explain that FDA will
issue guidance on how to provide the
electronic submission of safety reports,
including ICSRs and ICSR attachments.

In the guidance for industry entitled
“Providing Submissions in Electronic
Format—Postmarketing Safety Reports”
(eSRR Guidance) (available at https://
www.fda.gov/media/71176/download),
FDA provides two options for electronic
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submission of ICSRs and ICSR
attachments to AEMS: (1) direct
submission through the ESG NextGen,
or (2) submission through the Safety
Reporting Portal (SRP). The SRP enables
submission of ICSRs and ICSR
attachments by applicants, specified
nonapplicants, and responsible persons
for companies with reporting
requirements who do not have ICH
E2B(R3) data standards capability. This
notice regarding the use of ICH E2B(R3)
data standards applies only to
submission of ICSRs and ICSR
attachments through the ESG NextGen.
The eSRR Guidance incorporates by
reference the technical specifications
described in the ICH E2B(R3) FDA
Regional Implementation Guidance,
which addresses topics such as data
elements, electronic transport format,
and types of ICSR attachments and is
periodically updated. To ensure that
you have the most recent version of the
technical specifications document and
for additional information on electronic
submissions to AEMS, check the FDA
Adverse Event Monitoring System
(AEMS) Electronic Submissions web
page at https://www.fda.gov/drugs/fda-
adverse-event-monitoring-system-aems/
fda-adverse-event-monitoring-system-
aems-electronic-submissions.

The technical specifications
document entitled “Specifications for
Preparing and Submitting Electronic
ICSRs and ICSR Attachments” (available
at https://www.fda.gov/media/132096/
download) discusses how ICSRs and
ICSR attachments should be
electronically prepared in accordance
with the ICH E2B(R2) data standards,
which are the data standards that FDA
will continue to accept through
September 30, 2026.

In January 2024, FDA began accepting
electronic submissions of postmarketing
ICSRs for human drug products,
biological products, and drug- or
biologic-led combination products
submitted to AEMS in electronic format
using the ICH E2B(R3) data standards
and announced that submitters could
continue to submit using E2B(R2)
standards for an additional two years
during the E2B(R3) implementation
period. To facilitate implementation and
enhance efficiency and alignment with
internationally harmonized data
standards, FDA is requiring that ICSRs
submitted through ESG NextGen must
be in the ICH E2B(R3) data standards
beginning on October 1, 2026, unless
earlier transition to ICH E2B(R3) data
standards is needed to accommodate
reporting requirements (see, for
example, 21 CFR 314.81(b)(3)(v), added
by the final rule entitled
“Nonprescription Drug Product With an

Additional Condition for
Nonprescription Use” (89 FR 105288,
December 26, 2024)).

We intend to no longer accept
postmarketing ICSRs using ICH E2B(R2)
data standards for human drug
products, biological products, and drug-
or biologic-led combination products
after September 30, 2026. Once an
applicant, specified nonapplicant, or
responsible person for a company with
reporting requirements has begun
submitting ICSRs in the ICH E2B(R3)
data standards format, all ICSR
submissions are expected to use this
data standard. For general questions or
assistance, see FOR FURTHER INFORMATION
CONTACT or contact aemsesub@
fda.hhs.gov.

(Authority: 21 CFR 4.102, 230.220(c)(1),
310.305(e)(1), 314.80(g)(1),
314.81(b)(3)(v)(F)(1), 314.98, 329.100(c)(1),
and 600.80(h)(1))

Grace R. Graham,

Deputy Commissioner for Policy, Legislation,
and International Affairs.

[FR Doc. 2026—-06660 Filed 4—3-26; 8:45 am]
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SUMMARY: The Food and Drug
Administration (FDA or Agency) has
determined that STRATTERA
(atomoxetine hydrochloride) capsules 5
milligrams, 10 milligrams, 18
Milligrams, 25 Milligrams, 40
Milligrams, 60 Milligrams, 80
Milligrams, and 100 Milligrams, were
not withdrawn from sale for reasons of
safety or effectiveness. This
determination means that FDA will not
begin procedures to withdraw approval
of abbreviated new drug applications
(ANDAs) that refer to this drug product,
and it will allow FDA to continue to
approve ANDAs that refer to the
product as long as they meet relevant
legal and regulatory requirements.

FOR FURTHER INFORMATION CONTACT:
Rana Carroll, Center for Drug Evaluation
and Research, Food and Drug
Administration, 10903 New Hampshire
Ave., Bldg. 51, Rm. 6218, Silver Spring,
MD 20993-0002, 301-796—-6135,
Rana.Carroll@fda.hhs.gov.

SUPPLEMENTARY INFORMATION: Section
505(j) of the Federal Food, Drug, and
Cosmetic Act (FD&C Act) (21 U.S.C.
355(j)) allows the submission of an
ANDA to market a generic version of a
previously approved drug product. To
obtain approval, the ANDA applicant
must show, among other things, that the
generic drug product: (1) has the same
active ingredient(s), dosage form, route
of administration, strength, conditions
of use, and (with certain exceptions)
labeling as the listed drug, which is a
version of the drug that was previously
approved, and (2) is bioequivalent to the
listed drug. ANDA applicants do not
have to repeat the extensive clinical
testing otherwise necessary to gain
approval of a new drug application
(NDA).

Section 505(j)(7) of the FD&C Act
requires FDA to publish a list of all
approved drugs. FDA publishes this list
as part of the “Approved Drug Products
With Therapeutic Equivalence
Evaluations,” which is known generally
as the “Orange Book.” Under FDA
regulations, drugs are removed from the
list if the Agency withdraws or
suspends approval of the drug’s NDA or
ANDA for reasons of safety or
effectiveness or if FDA determines that
the listed drug was withdrawn from sale
for reasons of safety or effectiveness (21
CFR 314.162).

A person may petition the Agency to
determine, or the Agency may
determine on its own initiative, whether
a listed drug was withdrawn from sale
for reasons of safety or effectiveness.
This determination may be made at any
time after the drug has been withdrawn
from sale, but must be made prior to
approving an ANDA that refers to the
listed drug (§ 314.161 (21 CFR 314.161)).
FDA may not approve an ANDA that
does not refer to a listed drug.

STRATTERA (Atomoxetine
Hydrochloride) Capsules 5 Milligrams,
10 Milligrams, 18 Milligrams, 25
Milligrams, 40 Milligrams, 60
Milligrams, 80 Milligrams, and 100
Milligrams, is the subject of NDA
021411, held by Eli Lilly and Co, and
initially approved on November 26,
2022. STRATTERA is indicated for the
treatment of Attention-Deficit/
Hyperactivity Disorder (ADHD).

In a letter dated August 5, 2025, Eli
Lilly and Company notified FDA that
STRATTERA (Atomoxetine
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