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Hyman, Phelps & McNamara, P.C., 
submitted a citizen petition dated 
October 21, 2025 (Docket No. FDA– 
2025–P–5535), under 21 CFR 10.30, 
requesting that the Agency determine 
whether prednisolone tablet, 5 mg, was 
withdrawn from sale for reasons of 
safety or effectiveness. 

After considering the citizen petition 
and reviewing Agency records and 
based on the information we have at this 
time, FDA has determined under 
§ 314.161 that prednisolone tablet, 5 mg, 
was not withdrawn for reasons of safety 
or effectiveness. The petitioner has 
identified no data or other information 
suggesting that prednisolone tablet, 5 
mg, was withdrawn for reasons of safety 
or effectiveness. We have carefully 
reviewed our files for records 
concerning the withdrawal of 
prednisolone tablet, 5 mg, from sale. We 
have also independently evaluated 
relevant literature and data for possible 
postmarketing adverse events. We have 
reviewed the available evidence and 
determined that this drug product was 
not withdrawn from sale for reasons of 
safety or effectiveness. 

Accordingly, the Agency will 
continue to list prednisolone tablet, 5 
mg, in the ‘‘Discontinued Drug Product 
List’’ section of the Orange Book. The 
‘‘Discontinued Drug Product List’’ 
delineates, among other items, drug 
products that have been discontinued 
from marketing for reasons other than 
safety or effectiveness. FDA will not 
begin procedures to withdraw approval 
of approved ANDAs that refer to this 
drug product. Additional ANDAs for 
this drug product may also be approved 
by the Agency as long as they meet all 
other legal and regulatory requirements 
for the approval of ANDAs. If FDA 
determines that labeling for this drug 
product should be revised to meet 
current standards, the Agency will 
advise ANDA applicants to submit such 
labeling. 

Grace R. Graham, 
Deputy Commissioner for Policy, Legislation, 
and International Affairs. 
[FR Doc. 2026–12959 Filed 6–25–26; 8:45 am] 
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SUMMARY: The Food and Drug 
Administration (FDA or the Agency) is 
extending the comment period for the 
notice entitled ‘‘List of Bulk Drug 
Substances for Which There Is a Clinical 
Need Under Section 503B of the Federal 
Food, Drug, and Cosmetic Act’’ that 
appeared in the Federal Register of May 
1, 2026. In the Federal Register notice, 
FDA requested comments on FDA’s 
proposal not to include semaglutide, 
tirzepatide, or liraglutide on a list of 
bulk drug substances (active 
pharmaceutical ingredients) for which 
there is a clinical need for outsourcing 
facilities to use in compounding (the 
503B Bulks List). The Agency is taking 
this action in response to a request for 
an extension to allow interested persons 
additional time to submit comments. 
DATES: FDA is extending the comment 
period on the notice published in the 
Federal Register of May 1, 2026 (91 FR 
23431). Either electronic or written 
comments must be submitted by July 30, 
2026. 
ADDRESSES: You may submit comments 
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 
July 30, 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: 
• 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: 
• 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. 

• 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– 
2018–N–3240 for ‘‘List of Bulk Drug 
Substances for Which There Is a Clinical 
Need Under Section 503B of the Federal 
Food, Drug, and Cosmetic Act.’’ 
Received comments, those filed in a 
timely manner (see ADDRESSES), 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 
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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. 
FOR FURTHER INFORMATION CONTACT: 
Tracy Rupp, Center for Drug Evaluation 
and Research, Food and Drug 
Administration, 10903 New Hampshire 
Ave., Silver Spring, MD 20993, 240– 
402–0260, compounding@fda.hhs.gov. 
SUPPLEMENTARY INFORMATION: In the 
Federal Register of May 1, 2026, FDA 
published a notice with a 60-day 
comment period to request comments 
on FDA’s proposal not to include 
semaglutide, tirzepatide, or liraglutide 
on the 503B Bulks List. Comments on 
the proposal will inform FDA’s final 
determination whether to include these 
substances on the 503B Bulks List. 

The Agency has received a request for 
a 60-day extension of the comment 
period for the May 1, 2026 Federal 
Register notice. The request conveyed 
concern that the current 60-day 
comment period does not allow 
sufficient time to develop a meaningful 
or thoughtful response to the Federal 
Register notice. The request states that 
the additional time will allow interested 
parties to develop rigorous and 
comprehensive comments that will 
address complex clinical, public health, 
and legal issues; engage thoughtfully 
with a complicated regulatory 
landscape; and thoroughly address 
issues around patient safety and access 
to high-quality medications. 

FDA has considered the request and 
is extending the comment period for the 
Federal Register notice for 30 days, 
until July 30, 2026. The Agency believes 
that a 30-day extension, rather than 60 
days, appropriately balances allowing 
adequate time for interested persons to 

submit comments with avoiding 
significant delay of Agency action on 
these important issues. FDA encourages 
comments to address the clinical need 
standard provided by the statute and 
FDA’s rationale in the May 1, 2026 
Federal Register notice. 

Grace R. Graham, 
Deputy Commissioner for Policy, Legislation, 
and International Affairs. 
[FR Doc. 2026–12937 Filed 6–25–26; 8:45 am] 
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SUMMARY: The Food and Drug 
Administration (FDA) is announcing the 
revocation of the Emergency Use 
Authorizations (EUAs) (the 
Authorizations) issued to Becton, 
Dickinson and Company (BD) for the BD 
Veritor System for Rapid Detection of 
SARS–CoV–2, InBios International, Inc. 
for the SCoV–2 Detect Neutralizing Ab 
ELISA, and Roche Diagnostics for the 
Elecsys Anti-SARS–CoV–2. FDA 
revoked the Authorizations under the 
Federal Food, Drug, and Cosmetic Act 
(FD&C Act) as requested by the 
Authorization holder. The revocations, 
which include an explanation of the 
reasons for each revocation, are 
reprinted at the end of this document. 
DATES: The revocation of the 
Authorizations for the Becton, 
Dickinson and Company’s BD Veritor 
System for Rapid Detection of SARS– 
CoV–2 was effective as of February 24, 
2026, InBios International, Inc.’s SCoV– 
2 Detect Neutralizing Ab ELISA was 
effective as of February 24, 2026, and 
Roche Diagnostics’s Elecsys Anti-SARS– 
CoV–2 was effective as of March 2, 
2026. 
ADDRESSES: Submit written requests for 
a single copy of the revocations to the 
Office of Policy, Center for Devices and 
Radiological Health, Food and Drug 
Administration, 10903 New Hampshire 
Ave., Bldg. 66, Rm. 5441, 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: Kim 
Sapsford-Medintz, Office of Product 
Evaluation and Quality, Center for 
Devices and Radiological Health, Food 
and Drug Administration, 10903 New 
Hampshire Ave., Bldg. 66, Rm. 3216, 
Silver Spring, MD 20993–0002, 301– 
796–0311 (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, 
radiological, or nuclear agent or 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 July 2, 2020, FDA issued the 
Authorization to Becton, Dickinson and 
Company (BD) for the BD Veritor 
System for Rapid Detection of SARS– 
CoV–2, 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 October 22, 2021, FDA issued the 
Authorization to InBios International, 
Inc. for the SCoV–2 Detect Neutralizing 
Ab ELISA, subject to the terms of the 
Authorization. Notice of the issuance of 
this Authorization was published in the 
Federal Register on March 22, 2022 (87 
FR 16196), as required by section 
564(h)(1) of the FD&C Act. 

On May 2, 2020, FDA issued the 
Authorization to Roche Diagnostics for 
the Elecsys Anti-SARS–CoV–2, subject 
to the terms of the Authorization. Notice 
of the issuance of this Authorization 
was published in the Federal Register 
on April 23, 2021 (85 FR 42407), as 
required by section 564(h)(1) of the 
FD&C Act. 

Subsequent updates 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 
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