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Drug Administration, 10903 New 
Hampshire Ave, Silver Spring, MD 
20903, 240–402–4641. 
SUPPLEMENTARY INFORMATION: 

I. Background 
We are announcing the availability of 

a guidance for industry, titled 
‘‘Temporary Policies for Compounding 
Certain Starter Parenteral Nutrition Drug 
Products for Neonates.’’ We are issuing 
this guidance consistent with our good 
guidance practices (GGP) regulation 
(§ 10.115 (21 CFR 10.115)). We are 
implementing this guidance without 
prior public comment because we have 
determined that prior public 
participation is not feasible or 
appropriate (§ 10.115(g)(2)). This 
guidance document is being 
implemented immediately to help 
ensure patient access to certain starter 
parenteral nutrition products for 
neonates, which are essential to the care 
of this vulnerable patient population. 
Although this guidance document is 
immediately in effect, it remains subject 
to comment in accordance with FDA’s 
GGP regulation. 

FDA has determined that temporary 
enforcement policies for both pharmacy 
compounders operating under Section 
503A of the Federal Food, Drug, and 
Cosmetic Act (FD&C Act) (21 U.S.C. 
353a) and for outsourcing facilities 
registered under Section 503B of the 
FD&C Act (21 U.S.C. 353b) are needed 
to help ensure that treatment options for 
neonates remain available to hospitals 
and health systems. 

The guidance represents the current 
thinking of FDA on the ‘‘Temporary 
Policies for Compounding Certain 
Starter Parenteral Nutrition Drug 
Products for Neonates.’’ 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. 

II. Paperwork Reduction Act of 1995 
While this guidance contains no 

collections of information, it does refer 
to previously approved FDA collections 
of information. The previously 
approved collections of information are 
subject to review by the Office of 
Management and Budget (OMB) under 
the Paperwork Reduction Act of 1995 
(PRA) (44 U.S.C. 3501–3521). The 
collections of information for current 
good manufacturing practice 
requirements have been approved under 
OMB control number 0910–0139. The 
collections of information for 
registration of human drug 
compounding outsourcing facilities 
under section 503B of the FD&C Act and 

associated fees under section 744K of 
the FD&C Act (21 U.S.C. 379j–62) have 
been approved under OMB control 
number 0910–0776. The collections of 
information for human drug 
compounding and adverse event 
reporting under sections 503A and 503B 
(21 U.S.C. 353a and 353b) of the FD&C 
Act have been approved under OMB 
control number 0910–0800. The 
collections of information for adverse 
product experience reporting under the 
MedWatch System has been approved 
under OMB control number 0910–0291. 

In addition, the guidance mentions 
certain records, including records 
regarding information about which 
patients received specific compounded 
products, that FDA expects generally 
exist as a result of recordkeeping 
requirements imposed by Federal and 
State regulatory authorities independent 
from FDA, including the Centers for 
Medicare and Medicaid Services and 
individual State pharmacy licensing 
authorities. FDA does not believe the 
guidance includes conducting or 
sponsoring a collection of information 
regarding those records. 

III. Electronic Access 
Persons with access to the internet 

may obtain the document at https://
www.fda.gov/regulatory-information/ 
search-fda-guidance-documents, or 
https://www.regulations.gov. Use the 
FDA website listed in the previous 
sentence to find the most current 
version of the guidance. 

Grace R. Graham, 
Deputy Commissioner for Policy, Legislation, 
and International Affairs. 
[FR Doc. 2026–18368 Filed 9–4–26; 4:15 pm] 
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SUMMARY: The Food and Drug 
Administration (FDA) announces a 
forthcoming public advisory committee 
meeting of the Vaccines and Related 
Biological Products Advisory 

Committee (the Committee). The general 
function of the Committee is to provide 
advice and recommendations to FDA on 
regulatory issues. The meeting will be 
open to the public. FDA is establishing 
a docket for public comment on this 
document. 

DATES: The meeting will be held on 
October 1, 2026, from 9:00 a.m. to 1:00 
p.m. Eastern Time. 
ADDRESSES: All meeting participants 
will be heard, viewed, captioned, and 
recorded for this advisory committee 
meeting via an online teleconferencing 
and/or video conferencing platform. 
Answers to commonly asked questions 
about FDA advisory committee meetings 
may be accessed at: https://www.fda.gov
/AdvisoryCommittees/ 
AboutAdvisoryCommittees/ 
ucm408555.htm. 

The online web conference meeting 
will be available at the following link on 
the day of the meeting at: https://
youtube.com/live/K881o0O6Vrg?
feature=share. 

FDA is establishing a docket for 
public comment on this meeting. The 
docket number is FDA–2026–N–10232. 
The docket will close on September 29, 
2026. 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 September 29, 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. 

Comments received on or before 
September 24, 2026, will be provided to 
the Committee. Comments received after 
that date will be taken into 
consideration by FDA. In the event that 
the meeting is cancelled, FDA will 
continue to evaluate any relevant 
applications or information, and 
consider any comments submitted to the 
docket, as appropriate. 

You may submit comments as 
follows: 

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 
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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– 
2026–N–10232 for ‘‘Vaccines and 
Related Biological Products Advisory 
Committee; Notice of Meeting; 
Establishment of a Public Docket; 
Request for Comments—2027 Southern 
Hemisphere Influenza Virus Vaccines’’. 
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.’’ FDA 
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 the 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: 
Cicely Reese; Center for Biologics 
Evaluation and Research, Food and 
Drug Administration, 10903 New 
Hampshire Ave., Bldg. 1, Rm. 3215, 
Silver Spring, MD 20993–0002, 301– 
796–9025, email: CBERVRBPAC@
fda.hhs.gov, or FDA Advisory 
Committee Information Line, 1–800– 
741–8138 (301–443–0572 in the 
Washington, DC area). A notice in the 
Federal Register about last-minute 
modifications that impact a previously 
announced advisory committee meeting 
cannot always be published quickly 
enough to provide timely notice. 
Therefore, you should always check 
FDA’s website at https://www.fda.gov/ 
AdvisoryCommittees/default.htm and 
scroll down to the appropriate advisory 
committee meeting link or call the 
advisory committee information line to 
learn about possible modifications 
before the meeting. 
SUPPLEMENTARY INFORMATION: 

Agenda: The meeting presentations 
will be heard, viewed, captioned, and 
recorded through an online 
teleconferencing and/or video 
conferencing platform. On October 1, 
2026, the Committee will convene in 
open session to discuss strain selection 
for influenza virus vaccines for the 2027 
Southern Hemisphere influenza season 
and provide recommendations. 

FDA intends to make background 
material available to the public no later 
than two (2) business days before the 
meeting. If FDA is unable to post the 
background material on its website prior 

to the meeting, the background material 
will be made publicly available on 
FDA’s website at the time of the 
advisory committee meeting. 
Background material and the link to the 
online teleconference and/or video 
conference meeting will be available at: 
https://www.fda.gov/ 
AdvisoryCommittees/Calendar/ 
default.htm. Scroll down to the 
appropriate advisory committee meeting 
link. 

The meeting will include slide 
presentations with audio and video 
components to allow the presentation of 
materials in a manner that most closely 
resembles an in-person advisory 
committee meeting. 

Procedure: Interested persons may 
present data, information, or views, 
orally or in writing, on issues pending 
before the Committee. All electronic and 
written submissions to the Docket (see 
ADDRESSES) on or before September 24, 
2026, will be provided to the 
Committee. Oral presentations from the 
public will be scheduled between 
approximately 11:05 a.m. and 12:05 
p.m. Eastern Time. Those individuals 
interested in making formal oral 
presentations should notify the contact 
person and submit a brief statement of 
the general nature of the evidence or 
arguments they wish to present, along 
with the names, email addresses, and 
direct contact phone numbers of 
proposed participants, and an 
indication of the approximate time 
requested to make their presentation on 
or before 12 p.m. Eastern Time on 
September 22, 2026. Time allotted for 
each presentation may be limited. If the 
number of registrants requesting to 
speak is greater than can be reasonably 
accommodated during the scheduled 
open public hearing session, FDA may 
conduct a lottery to determine the 
speakers for the scheduled open public 
hearing session. The contact person will 
notify interested persons regarding their 
request to speak on September 24, 2026. 

For press inquiries, please contact the 
HHS Press Room at: www.hhs.gov/press- 
room/index.html or 202–690–6343. FDA 
welcomes the attendance of the public 
at its advisory committee meetings and 
will make every effort to accommodate 
persons with disabilities. If you require 
accommodations due to a disability, 
please contact Cicely Reese at 
CBERVRBPAC@fda.hhs.gov (see FOR 
FURTHER INFORMATION CONTACT) at least 7 
days in advance of the meeting. 

FDA is committed to the orderly 
conduct of its advisory committee 
meetings. Please visit our website at: 
https://www.fda.gov/ 
AdvisoryCommittees/ 
AboutAdvisoryCommittees/ 
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ucm111462.htm for procedures on 
public conduct during advisory 
committee meetings. 

Notice of this meeting is given under 
the Federal Advisory Committee Act (5 
U.S.C. 1001 et seq.). This meeting notice 
also serves as notice that, pursuant to 21 
CFR 10.19, the requirements in 21 CFR 
14.22(b), (f), and (g) relating to the 
location of advisory committee meetings 
are hereby waived to allow for this 
meeting to take place using an online 
meeting platform. This waiver is in the 
interest of allowing greater transparency 
and opportunities for public 
participation, in addition to 
convenience for advisory committee 
members, speakers, and guest speakers. 
The conditions for issuance of a waiver 
under 21 CFR 10.19 are met. 

Grace R. Graham, 
Deputy Commissioner for Policy, Legislation, 
and International Affairs. 
[FR Doc. 2026–18349 Filed 9–8–26; 8:45 am] 
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AGENCY: Health Resources and Services 
Administration (HRSA), Department of 
Health and Human Services (HHS). 
ACTION: Notice. 

SUMMARY: HRSA is publishing this 
notice of petitions received under the 
National Vaccine Injury Compensation 
Program (the Program), as required by 
the Public Health Service (PHS) Act, as 
amended. While the Secretary of HHS is 
named as the respondent in all 
proceedings brought by the filing of 
petitions for compensation under the 
Program, the United States Court of 
Federal Claims is charged by statute 
with responsibility for considering and 
acting upon the petitions. 
FOR FURTHER INFORMATION CONTACT: For 
information about requirements for 
filing petitions, and the Program in 
general, contact Lisa L. Reyes, Clerk of 
Court, United States Court of Federal 
Claims, 717 Madison Place NW, 
Washington, DC 20005, (202) 357–6400. 
For information on HRSA’s role in the 
Program, contact the Director, Division 
of Injury Compensation Programs, 5600 
Fishers Lane, Room 8W–25A, Rockville, 
Maryland 20857; 1–800–338–2382, or 
visit our website at: https://
www.hrsa.gov/vaccine-compensation. 

SUPPLEMENTARY INFORMATION: The 
Program provides a system of no-fault 
compensation for certain individuals 
who have been injured by specified 
childhood vaccines. Subtitle 2 of Title 
XXI of the PHS Act, 42 U.S.C. 300aa– 
10 et seq., provides that those seeking 
compensation are to file a petition with 
the United States Court of Federal 
Claims and to serve a copy of the 
petition to the Secretary of HHS, who is 
named as the respondent in each 
proceeding. The Secretary has delegated 
this responsibility under the Program to 
HRSA. The Court is directed by statute 
to appoint special masters who take 
evidence, conduct hearings as 
appropriate, and make initial decisions 
as to eligibility for, and amount of, 
compensation. 

A petition may be filed with respect 
to injuries, disabilities, illnesses, 
conditions, and deaths resulting from 
vaccines described in the Vaccine Injury 
Table (the Table) set forth at 42 CFR 
100.3. This Table lists for each covered 
childhood vaccine the conditions that 
may lead to compensation and, for each 
condition, the time period for 
occurrence of the first symptom or 
manifestation of onset or of significant 
aggravation after vaccine 
administration. Compensation may also 
be awarded for conditions not listed in 
the Table and for conditions that are 
manifested outside the time periods 
specified in the Table, but only if the 
petitioner shows that the condition was 
caused by one of the listed vaccines. 

Section 2112(b)(2) of the PHS Act, 42 
U.S.C. 300aa–12(b)(2), requires that 
‘‘[w]ithin 30 days after the Secretary 
receives service of any petition filed 
under section 2111 the Secretary shall 
publish notice of such petition in the 
Federal Register.’’ Set forth below is a 
list of petitions received by HRSA on 
07/01/2026, through 07/31/2026. This 
list provides the name of the petitioner, 
city, and state of vaccination (if 
unknown then the city and state of the 
person or attorney filing the claim), and 
case number. In cases where the Court 
has redacted the name of a petitioner 
and/or the case number, the list reflects 
such redaction. 

Section 2112(b)(2) also provides that 
the special master ‘‘shall afford all 
interested persons an opportunity to 
submit relevant, written information’’ 
relating to the following: 

1. The existence of evidence ‘‘that
there is not a preponderance of the 
evidence that the illness, disability, 
injury, condition, or death described in 
the petition is due to factors unrelated 
to the administration of the vaccine 
described in the petition,’’ and 

2. Any allegation in a petition that the
petitioner either: 

a. ‘‘[S]ustained, or had significantly
aggravated, any illness, disability, 
injury, or condition not set forth in the 
Vaccine Injury Table but which was 
caused by’’ one of the vaccines referred 
to in the Table, or 

b. ‘‘[S]ustained, or had significantly
aggravated, any illness, disability, 
injury, or condition set forth in the 
Vaccine Injury Table the first symptom 
or manifestation of the onset or 
significant aggravation of which did not 
occur within the time period set forth in 
the Table but which was caused by a 
vaccine’’ referred to in the Table. 

In accordance with Section 
2112(b)(2), all interested persons may 
submit written information relevant to 
the issues described above in the case of 
the petitions listed below. Any person 
choosing to do so should file an original 
and three (3) copies of the information 
with the Clerk of the United States 
Court of Federal Claims at the address 
listed above (under the heading FOR 
FURTHER INFORMATION CONTACT), with a 
copy to HRSA addressed to Director, 
Division of Injury Compensation 
Programs, Health Systems Bureau, 5600 
Fishers Lane, 8W–25A, Rockville, 
Maryland 20857. The Court’s caption 
(Petitioner’s Name v. Secretary of HHS) 
and the docket number assigned to the 
petition should be used as the caption 
for the written submission. Chapter 35 
of Title 44, United States Code, related 
to paperwork reduction, does not apply 
to information required for purposes of 
carrying out the Program. 

Thomas J. Engels, 
Administrator. 

List of Petitions Filed 

1. Molina Morgan, Kayenta, Arizona, Court of
Federal Claims No: 26–0948V

2. Alexya Rodriguez, Englewood, New Jersey,
Court of Federal Claims No: 26–0949V

3. Erika Rider, Houston, Texas, Court of
Federal Claims No: 26–0950V

4. Jena Baumann, Dresher, Pennsylvania,
Court of Federal Claims No: 26–0951V

5. Michelle Lindo, Stockbridge, Georgia,
Court of Federal Claims No: 26–0952V

6. Sherman Dickinson, Santa Ana, California,
Court of Federal Claims No: 26–0953V

7. Janis Hoppe, Rifle, Colorado, Court of
Federal Claims No: 26–0955V

8. Hui Zhou, New York, New York, Court of
Federal Claims No: 26–0956V

9. Karen Lowitz, Bethesda, Maryland, Court
of Federal Claims No: 26–0957V

10. Ryan Starks, Long Beach, California,
Court of Federal Claims No: 26–0959V

11. Venkata Praveen Kondreddi, High Point,
North Carolina, Court of Federal Claims
No: 26–0960V

12. James E. Schoenbeck, St. Petersburg,
Florida, Court of Federal Claims No: 26–
0961V
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