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POTENTIAL NEW REQUESTS

Number of
Number of
responses per
respondents Avg. burden
Instrument (total over rﬁ(s)gngveellt per response T%tr?lh%%rg()an
request t (in hours)
period) reques
period)
New Reviewer Recruitment FOrMS ..o 1500 1 .33 495
ONGOING CURRENTLY APPROVED REQUESTS
Annual
Average
- . : . Number of number of Annual Total burden
Generic information collection title respondents responses per burden hours burden hours hours
respondent per response
Administration for Native Americans (ANA) Panel Re-
viewer Profile QuUestionnaire ...........ccccceeveeneeeieniieneseennns 300 1 0.40 120 360
Children’s Bureau Grant Reviewer Recruitment Module .... 250 1 0.08 21 63
Eligibility Information from Applicants: Reviewer Informa-
tion Form for General Reviewer and for Specific Re-
VIBWET ettt ettt e e s 95 1 0.17 16 48
Grant Reviewer Recruitment for the Family and Youth
Services Bureau (FYSB) Discretionary Grant Programs 432 1 0.13 58 174
Office of Planning, Research, and Evaluation, Division of
Economic Independence Information Collection for Pro-
spective Grant Reviewer Opportunities ............cccceveees 250 1 0.08 21 63
Total Estimated Annual BUrden ...........ccooviiiiiiiiniinies | eeveerieeiieeneeies | rreesieesreeseesinees | eeeieeseeesseesneens 236 708

Authority: Public Health Service
(PHS) Act, Sections 799(f) and 806(e).

Mary C. Jones,

ACF/OPRE Certifying Officer.

BILLING CODE 4184-88-P

[FR Doc. 2026—06278 Filed 3—-31-26; 8:45 am|
BILLING CODE P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration
[Docket No. FDA-2026—-N-2741]

Consideration of Acceptable Market
Name Change for Certain Rockfish
(Sebastes spp.); Request for
Information

AGENCY: Food and Drug Administration
(FDA), U.S. Department of Health and
Human Services (HHS).

ACTION: Notice; request for information.

SUMMARY: The Food and Drug
Administration (FDA or we) is
requesting data and information to help
make an evidence-based determination
that balances food safety, regulatory
clarity, and industry interest regarding a
potential update to the acceptable
market name for the following fish:
Sebastes alutus, Sebastes borealis,
Sebastes ciliatus, Sebastes crameri,
Sebastes entomelas, Sebastes flavidus,
Sebastes goodei, Sebastes levis, Sebastes
melanops, Sebastes miniatus, Sebastes

ovalis, Sebastes paucispinis, Sebastes
pinniger, Sebastes proriger, Sebastes
reedi, Sebastes ruberrimus, Sebastes
rufus, and Sebastes serranoides.

DATES: Either electronic or written
comments on the notice must be
submitted by May 1, 2026.

ADDRESSES: You may submit comments
and information as follows. Please note
that late, untimely filed comments will
not be considered. The https://
www.regulations.gov electronic filing
system will accept comments until
11:59 p.m. Eastern Time at the end of
May 1, 2026. Comments received by
mail/hand delivery/courier (for written/
paper submissions) will be considered
timely if they are received on or before
that date.

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—
2026—N-2741 for “Consideration of
Acceptable Market Name Change for
Certain Rockfish (Sebastes spp.);
Request for Information.” Received
comments, those filed in a timely
manner (see ADDRESSES), will be placed
in the docket and, except for those
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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.” We
will review this copy, including the
claimed confidential information, in our
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.pdyf.

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 or
go to the Dockets Management Staff,
5630 Fishers Lane, Rm. 1061, Rockville,
MD 20852, 240-402-7500.

FOR FURTHER INFORMATION CONTACT:
Karen Swajian, Office of Microbiological
Food Safety, Human Foods Program,
Food and Drug Administration, 5001
Campus Dr., College Park, MD 20740,
240-402-1614; or Lauren Ferguson
Baham, Office of Policy and
International Engagement, Human
Foods Program, Food and Drug
Administration, 5001 Campus Dr.,
College Park, MD 20740, 240—-402-2378.

SUPPLEMENTARY INFORMATION:

I. Background and Current Regulatory
Framework

Congress enacted Public Law 119-37
in November 2025, which in Section
777 directs FDA to engage with industry
stakeholders to update the acceptable
market name for the following fishes:
Sebastes alutus, Sebastes borealis,
Sebastes ciliatus, Sebastes crameri,
Sebastes entomelas, Sebastes flavidus,
Sebastes goodei, Sebastes levis, Sebastes
melanops, Sebastes miniatus, Sebastes
ovalis, Sebastes paucispinis, Sebastes
pinniger, Sebastes proriger, Sebastes
reedi, Sebastes ruberrimus, Sebastes
rufus, and Sebastes serranoides. The
legislation also directs FDA to provide
industry stakeholders with new market
name proposals and to update FDA’s
Fish and Fishery Products Hazards and
Controls Guidance and any other
relevant guidance to reflect any new
market name (Section 777, Pub. L. 119—
37,139 Stat. 1937).

In response to the Congressional
directive, we are issuing this request for
information (RFI) to collect necessary
data and information to inform potential
updates to the acceptable market name
for rockfish (Sebastes spp.) and ensure
any proposal is based on scientifically
sound evidence and considers all
stakeholder input. Information collected
will help FDA consider, among other
things, consumer understanding, food
safety, and industry operations in
determining whether updates to The
Seafood List—FDA’s Guide to Determine
Acceptable Seafood Names (The
Seafood List) (Ref. 1) and related
guidance documents are warranted.
Further, information gathered through
this RFI may help FDA understand
potential effects of any name changes on
consumer trust in seafood labeling. FDA
will determine appropriate next steps
based on the data and information
received.

Seafood must be labeled in a manner
that is truthful and not misleading, as
required under section 403(a)(1) of the
Federal Food, Drug, and Cosmetic Act
(FD&C Act) (21 U.S.C. 343(a)(1)). An
important aspect of truthful labeling for
seafood is identifying the species by
their acceptable market names. FDA
developed The Seafood List to provide
guidance to industry about what FDA
considers to be acceptable market names
for seafood sold in interstate commerce.
The acceptable market name or the
common name cannot be prohibited by
statute or regulation (Ref. 1). The
Seafood List is updated every six
months, as resources permit, and
updates may include new listings and
modifications to existing listings to
include scientific name changes based

on updated scientific information (Ref.
1).

In addition to the acceptable market
name guidance provided in The Seafood
List, FDA’s seafood Compliance Policy
Guides (CPGs) provide further guidance
on the labeling of seafood. Specifically,
FDA’s CPG Sec. 540.750 “Use of The
Seafood List to Determine Acceptable
Seafood Names” explains our policy
that acceptable market names should be
consistent, accurate, and non-
misleading for seafood sold in interstate
commerce (Ref. 2). Incorrect use of an
established acceptable market name that
results in the labeling being false and/
or misleading can result in the product
being misbranded under section
403(a)(1) of the FD&C Act.

Over the years, FDA has received
requests from industry stakeholders to
change the acceptable market name that
can appear on a product label in The
Seafood List for certain Sebastes species
from “rockfish” to “snapper” for
products sold in interstate commerce.
Such requests have cited reasons
ranging from providing modernized,
consumer-friendly names for certain
Sebastes species that may have lesser
known or less attractive market names
(i.e., Rockfish) or common names (e.g.,
Cowcod, Dusky Rockfish) to increasing
economic value for the Sebastes species.
Currently, The Seafood List identifies
“rockfish” as the acceptable market
name for fish of the genus Sebastes,
which contains over 100 species. These
fish belong to the order Scorpaeniformes
and family Sebastidae, as classified by
the Integrated Taxonomic Information
System (ITIS) (Ref. 3). The Seafood List
identifies “snapper’ as the acceptable
market name for fish of the genus
Lutjanus. Snapper belongs to the order
Perciformes and family Lutjanidae, as
classified by the ITIS (Ref. 4). Therefore,
under our current policy for seafood
sold in interstate commerce, if rockfish
(Sebastes spp.) is labeled and sold in
interstate commerce under the name
“snapper,” FDA would consider this
labeling to be false or misleading and
the product to be misbranded under
section 403(a)(1) of the FD&C Act.1
Further, FDA'’s policy is that Lutjanus
campechanus is the only fish that may
be lawfully sold in interstate commerce

1We are aware that when sold within intrastate
commerce in some West Coast states, the Sebastes
species are commonly referred to as “Pacific
snapper.” In addition, Sebastes species are also
referred to as “Rock cod” or “Black bass” within
interstate commerce in this geographic region. We
note that in some states in the Mid-Atlantic region,
the striped bass (Morone saxatilis) is commonly
referred to as “rockfish” within intrastate
commerce.
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as ‘‘red snapper.” 2 As explained in
FDA’s CPG Sec. 540.475, FDA considers
the labeling or sale in interstate
commerce of any fish other than
Lutjanus campechanus as ‘“‘red
snapper” to constitute misbranding
under section 403(b) of the FD&C Act,
which provides that a food is
misbranded if it is offered for sale under
the name of another food (Ref. 5).

While industry interest to date has
centered on variations of “snapper” as
a preferred name change for rockfish,
the Congressional language in Section
777 of Public Law 119-37 was not so
narrowly focused. Congress directed
FDA to provide industry stakeholders
with new market name proposals for the
certain Sebastes species listed in
Section 777, and therefore we are
seeking data and information on any
new or alternative acceptable market
names for the Sebastes species.

To help inform public comments, we
have identified the following issues we
intend to consider when determining
appropriate updates to the acceptable
market name for rockfish (Sebastes

Spp.)-
II. Consideration of Issues

A. Scientific Classification and Potential
Consumer Confusion

Fish species, such as rockfish
(Sebastes spp.), belong to unique
taxonomic order and family with
distinct biological characteristics. In
recent years there have been reports of
seafood in the U.S. being labeled with
an incorrect market name that has
resulted in consumer confusion (Ref. 6).
Seafood mislabeling can impact
consumer expectation of the distinction
in the taste, texture, and quality
characteristics of fish (Ref. 7).
Additionally, seafood mislabeling can
result in purchase value differences,
especially in instances where the name
of the fish used on the labeling typically
commands premium market prices (Ref.
5, Ref. 7).

B. Food Safety and Hazard
Identification

Food safety hazards associated with
various fish species may differ. FDA’s
guidance “Fish and Fishery Products
Hazards and Controls” (June 2022)
explains the primary hazard for rockfish
(Sebastes spp.) is parasites, which
require proper cooking or freezing to
destroy (Ref. 8). This is different from

2We are also aware that some West Coast states
allow specific Sebastes species to be labeled as
“Pacific red snapper” within intrastate commerce,
although these specific Sebastes species are quite
different from Lutjanus campechanus and other
Lutjanus species in appearance, flavor, and texture
(Ref. 5).

other species, such as, for example,
snapper (Lutjanus spp.) or grouper
(Serranidae family), where the primary
hazard is ciguatera poisoning caused
from a bioaccumulation of the toxin
produced by algae and consumed by
fish through the food web (Ref. 8). If an
acceptable market name of a fish species
is changed, there is a risk that seafood
processors could implement controls for
incorrect hazards, which could
potentially harm consumers and
unnecessarily expend processor
resources to mitigate hazards for the
wrong fish. We seek comment on how
to mitigate potential food safety risks
that may arise with a market name
change, for example, from rockfish to
another market name currently used by
another species or to a new market
name.

C. Labeling Considerations

FDA'’s “Guidance for Industry: The
Seafood List FDA’s Guide to Determine
Acceptable Seafood Names” (Seafood
List Guidance) provides further labeling
guidance on understanding and using
The Seafood List and principles for
determining acceptable market names
for use in interstate commerce (Ref. 9).
The Seafood List Guidance states that
FDA recognizes the names listed in the
‘““Acceptable Market Name” and
“Common Name” columns as suitable
for the required label statement of
identity (21 CFR 101.3(b)(1)) and the
required ingredient list (21 CFR 101.4)
(Ref. 9). Accordingly, if FDA updated
the acceptable market name for rockfish
(Sebastes spp.) to a new market name or
the market name of another species, that
term could be used in both the Principal
Display Panel and the ingredient list,
provided that the labeling is not false or
misleading under section 403(a)(1) of
the FD&C Act.

The Seafood List Guidance also
explains that a name may be
unacceptable if it is the same as the
name of another species or is
confusingly similar to the name of
another species (Ref. 9). For example,
“snapper” is the acceptable market
name for Lutjanus as well as an
acceptable market name for Lutjanus
campechanus (red snapper), which can
use both “snapper” and ‘“‘red snapper”
(Ref. 9). Given how “snapper” and ‘“‘red
snapper” are already labeled in
interstate marketplace, use of “snapper”
for the Sebastes species could result in
misbranding concerns under section
403(a)(1) of the FD&C Act. In addition,
The Seafood List Guidance explains that
vernacular names generally are not
acceptable names for labeling in
interstate commerce, and their use may
result in misbranding under section

403(a)(1) of the FD&C Act. The Seafood
List currently lists “Pacific red snapper”
and “Green Rockfish’’ as prohibited
vernacular names for Sebastes flavidus,
which is one of the fish that Section 777
of Public Law 119-37 lists to be
considered for an acceptable market
name change. If FDA allows for a
current acceptable market name for a
defined genus to be used in interstate
commerce for additional species outside
of the defined genus, this may increase
the likelihood of the use of currently
prohibited vernacular names (Ref. 9).
Accordingly, FDA may need to consider
changes to prohibited vernacular names,
should we update the acceptable market
name.

D. Food Allergen Labeling
Considerations

Allergenicity in fish varies
significantly by species due to differing
levels and types of the major allergen,

a protein family called parvalbumins
(Ref. 10). While cross-reactivity among
fish species has been commonly
reported for fish allergy for closely
related fishes, some individuals can
tolerate certain fish species while being
highly sensitized to others (Ref. 10, Ref.
11). The food allergen labeling
requirements of the FD&C Act classify
finfish as a major food allergen and
require that the specific fish be
identified on the label in the list of
ingredients or in a “Contains” statement
(sections 201(qq) and 403(w) of the
FD&C Act (21 U.S.C. 321(qq) and
343(w))). To help consumers identify
allergens, the FD&C Act requires this
declaration to use the common or usual
name.

Changing the acceptable market name
of rockfish to another term could
potentially cause food safety issues for
certain consumers. Consumers allergic
to rockfish—but not another species—
could inadvertently consume rockfish
products if it were labeled with a new
market name or the market name of
another species and experience allergic
reactions. We note that if we update The
Seafood List to include a new or current
market name in the product label for
rockfish (Sebastes spp.), manufacturers
will still need to comply with allergen
labeling requirements under the FD&C
Act.

III. Request for Information

We invite comment on the questions
below. Please explain your answers and
provide references and data, if possible.
FDA is seeking comprehensive
information from all interested parties,
including industry members, consumer
groups, state regulatory agencies, and
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other stakeholders, on the following
topics:

1. How are rockfish (Sebastes spp.)
currently labeled and marketed in
intrastate commerce? Please provide
supporting evidence.

2. How do consumers perceive the
quality, taste, texture, and value of
products labeled as rockfish (Sebastes
spp.) as compared to other species?
Please provide supporting evidence.

3. What new or alternative market
names for rockfish (Sebastes spp.), if
any, would be scientifically accurate,
consumer-friendly, and minimize
confusion with existing product
categories? Please explain.

4. There are biological and
taxonomical differences between
rockfish (Sebastes spp.) and other
species, such as snapper (Lutjanus spp.).
Is there data or any information
available to support allowing rockfish to
be labeled with the market name of
another species? Please explain.

5. Given the food hazard differences
that may exist between rockfish
(Sebastes spp.) and other species, what
food safety incidents, if any, have been
associated with labeling rockfish
(Sebastes spp.) with other market names
within intrastate commerce? How could
these be minimized in any changes to
the acceptable market name for rockfish
(Sebastes spp.)? Please explain.

6. Are there economic or other
impacts anticipated if rockfish (Sebastes
spp.) were labeled with the market
name of another species (versus a new
market name)?

7. How would changes to the
acceptable market name for rockfish
(Sebastes spp.) affect Hazard Analysis
and Critical Control Point (HACCP)
plans and other food safety programs?
Please explain and include information
on any estimated compliance costs for
industry to update labeling,
recordkeeping, and HACCP plans.

IV. References

The following references marked with
an asterisk (*) are on display at the
Dockets Management Staff (see
ADDRESSES) and are available for
viewing by interested persons between
9 a.m. and 4 p.m., Monday through
Friday; they also are available
electronically at https://
www.regulations.gov. References
without asterisks are not on public
display at https://www.regulations.gov
because they have copyright restriction.
Some may be available at the website
address, if listed. References without
asterisks are available for viewing only
at the Dockets Management Staff.
Although FDA verified the website
addresses in this document, please note

that websites are subject to change over
time.
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Grace R. Graham,

Deputy Commissioner for Policy, Legislation,
and International Affairs.

[FR Doc. 2026—-06294 Filed 3—31-26; 8:45 am]
BILLING CODE 4164-01-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration

[Docket No. FDA-2025—-P-0253]

Determination That INAPSINE
(Droperidol) Injection, 2.5 Milligrams/
Milliliter, Was Not Withdrawn From
Sale for Reasons of Safety or
Effectiveness

AGENCY: Food and Drug Administration,
HHS.

ACTION: Notice.

SUMMARY: The Food and Drug
Administration (FDA or Agency) has
determined that INAPSINE (droperidol)
injection, 2.5 mg/mL, was 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 ANDASs that refer to the
product as long as they meet relevant
legal and regulatory requirements.

FOR FURTHER INFORMATION CONTACT:
Alexander Poonai, Center for Drug
Evaluation and Research, Food and
Drug Administration, 10903 New
Hampshire Ave., Bldg. 51, Rm. 6213,
Silver Spring, MD 20993-0002, 301—
796-3600, alexander.poonai@
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
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