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approval phase. These periods of time 
were derived from the following dates: 

1. The date an exemption under 
section 505(i) of the Federal Food, Drug, 
and Cosmetic Act (FD&C Act) (21 U.S.C. 
355(i)) became effective: 9/28/2011. The 
applicant claims 9/26/2011, as the date 
the investigational new drug application 
(IND) became effective. However, FDA 
records indicate that the IND effective 
date was 9/28/2011, which was the first 
date after receipt of the IND that the 
investigational studies were allowed to 
proceed. 

2. The date the application was 
initially submitted with respect to the 
human drug product under section 505 
of the FD&C Act: 12/27/2018. FDA has 
verified the applicant’s claim that the 
new drug application (NDA) for 
DAYVIGO (NDA 212028) was initially 
submitted on 12/27/2018. 

3. The date of issuance of the interim 
final rule controlling the drug under 
section 201(j) of the Controlled 
Substances Act: 4/7/2020. FDA has 
verified the applicant’s claim that NDA 
212028 was approved on December, 20, 
2019 and that the Drug Enforcement 
Agency issued an interim final rule 
controlling the product on April, 7, 
2020. 

This determination of the regulatory 
review period establishes the maximum 
potential length of a patent extension. 
However, the USPTO applies several 
statutory limitations in its calculations 
of the actual period for patent extension. 
In its application for patent extension, 
this applicant seeks 930 days of patent 
term extension. 

III. Petitions 
Anyone with knowledge that any of 

the dates as published are incorrect may 
submit either electronic or written 
comments and, under 21 CFR 60.24, ask 
for a redetermination (see DATES). 
Furthermore, as specified in § 60.30 (21 
CFR 60.30), any interested person may 
petition FDA for a determination 
regarding whether the applicant for 
extension acted with due diligence 
during the regulatory review period. To 
meet its burden, the petition must 
comply with all the requirements of 
§ 60.30, including but not limited to: 
must be timely (see DATES), must be 
filed in accordance with § 10.20, must 
contain sufficient facts to merit an FDA 
investigation, and must certify that a 
true and complete copy of the petition 
has been served upon the patent 
applicant. (See H. Rept. 857, part 1, 98th 
Cong., 2d sess., pp. 41–42, 1984.) 
Petitions should be in the format 
specified in 21 CFR 10.30. 

Submit petitions electronically to 
https://www.regulations.gov at Docket 

No. FDA–2013–S–0610. Submit written 
petitions (two copies are required) to the 
Dockets Management Staff (HFA–305), 
Food and Drug Administration, 5630 
Fishers Lane, Rm. 1061, Rockville, MD 
20852. 

Grace R. Graham, 
Deputy Commissioner for Policy, Legislation, 
and International Affairs. 
[FR Doc. 2026–16246 Filed 8–7–26; 8:45 am] 
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ACTION: Notice; establishment of a 
public docket; request for comments. 

SUMMARY: The Food and Drug 
Administration (FDA) announces a 
forthcoming public advisory committee 
meeting of the Molecular and Clinical 
Genetics Panel of the Medical Devices 
Advisory Committee (the Committee). 
The general function of the Committee 
is to provide advice and 
recommendations to FDA. The meeting 
will be open to the public. FDA is 
establishing a docket for public 
comment. 

DATES: The meeting will be held on 
September 23, 2026, from 9 a.m. to 6 
p.m. Eastern Time. 
ADDRESSES: The public will have the 
option to participate, and all 
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, including 
information regarding special 
accommodations due to a disability, 
visitor parking, and transportation 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/ 
83XzLN7Dbg4?feature=share. 

The address for in-person attendance 
is FDA White Oak Campus, 10903 New 
Hampshire Ave., Bldg. 31 Conference 
Center, the Great Room (Rm. 1503), 
Silver Spring, MD 20993–0002. 

FDA is establishing a docket for 
public comment on this meeting. The 
docket number is FDA–2026–N–8004. 
The docket will close on September 16, 
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 16, 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 8, 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 
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: 
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• 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. [Insert 
Docket Number] for ‘‘Molecular and 
Clinical Genetics Panel of the Medical 
Devices Advisory Committee; Notice of 
Meeting; Establishment of a Public 
Docket; Request for Comments-GRAIL, 
Inc. Galleri.’’ 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 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: 
Evella Washington, Advisory Committee 
Oversight Management Staff, Food and 
Drug Administration, 10903 New 
Hampshire Ave., Bldg. 1, Rm. 3214, 
Silver Spring, MD 20993–0002, 301– 
796–6683, CDRH_MDAC@fda.hhs.gov. 
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 September 23, 2026, the 
Committee will meet in an open session 
to discuss, make recommendations, and 
vote on information regarding the 
premarket approval application (PMA) 
for the Galleri® test sponsored by 
GRAIL, Inc. The proposed indications 
for use statement is as follows: The 
Galleri® test is a qualitative, next- 
generation sequencing (NGS)-based in 
vitro diagnostic test intended to detect 
cancer-specific methylation patterns in 
cell-free DNA isolated from peripheral 
whole blood. The Galleri® test is 
intended for screening for the early 
detection of multiple types of cancer, in 
adults aged 50 years or older. The test 
is also intended for the prediction of 
Cancer Signal Origin in individuals 
with a Cancer Signal Detected test 
result. A test result of Cancer Signal 
Detected, including a predicted Cancer 
Signal Origin, may indicate the presence 
of an invasive solid tumor or 
hematologic malignancy and should be 
followed by a diagnostic workup 
recommended by qualified healthcare 
professionals. A test result of No Cancer 
Signal Detected does not rule out the 
presence of cancer, and individuals 
should continue with guideline- 
recommended single-cancer screening 
tests. This test is performed at GRAIL, 
Inc. Prescription only. 

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 an online 
meeting platform in conjunction with 
the physical meeting room (see 
ADDRESSES) and slide presentations with 
audio and video components to allow 
the presentation of materials at the 
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 8, 
2026, will be provided to the 
Committee. Oral presentations from the 
public will be scheduled between 
approximately 1:00 p.m. and 2:00 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, the 
names and addresses of proposed 
participants, whether they would like to 
present online or in-person, and an 
indication of the approximate time 
requested to make their presentation on 
or before August 28, 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. Similarly, room for 
interested persons to participate in- 
person may be limited. If the number of 
registrants requesting to speak in-person 
during the open public hearing is 
greater than can be reasonably 
accommodated in the venue for the in- 
person portion of the advisory 
committee meeting, FDA may conduct a 
lottery to determine the speakers who 
will be invited to participate in-person. 
The contact person will notify 
interested persons regarding their 
request to speak by August 31, 2026. 
Persons attending FDA’s advisory 
committee meetings are advised that 
FDA is not responsible for providing 
access to electrical outlets. 
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For press inquiries, please contact the 
HHS Press Room at https://
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 Evella 
Washington CDRH_MDAC@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/ 
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 in conjunction with 
the physical meeting room (see 
ADDRESSES). 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. 2026–16245 Filed 8–7–26; 8:45 am] 
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Administration (HRSA), Department of 
Health and Human Services. 
ACTION: Notice. 

SUMMARY: In compliance with the 
Paperwork Reduction Act of 1995, 
HRSA submitted an Information 
Collection Request (ICR) to the Office of 
Management and Budget (OMB) for 
review and approval. Comments 
submitted during the first public review 
of this ICR will be provided to OMB. 
OMB will accept further comments from 
the public during the review and 
approval period. OMB may act on 
HRSA’s ICR only after the 30-day 
comment period for this notice has 
closed. 
DATES: Comments on this ICR should be 
received no later than September 9, 
2026. 
ADDRESSES: Written comments and 
recommendations for the proposed 
information collection should be sent 
within 30 days of publication of this 
notice to www.reginfo.gov/public/do/ 
PRAMain. Find this particular 
information collection by selecting 
‘‘Currently under Review—Open for 
Public Comments’’ or by using the 
search function. 
FOR FURTHER INFORMATION CONTACT: To 
request a copy of the clearance requests 
submitted to OMB for review, email 
Samantha Miller, the HRSA Information 
Collection Clearance Officer, at 
paperwork@hrsa.gov or call (301) 443– 
3983. 
SUPPLEMENTARY INFORMATION: 

Information Collection Request Title: 
Transforming Pediatrics for Early 
Childhood Program Performance 
Measures, OMB No. 0906&xxxx—New. 

Abstract: The Transforming Pediatrics 
for Early Childhood (TPEC) Program is 

authorized by 42 U.S.C. 701(a)(2) (Title 
V, § 501(a)(2) of the Social Security Act), 
which authorizes awards for special 
projects of regional and national 
significance in maternal and child 
health. HRSA’s Special Projects of 
Regional and National Significance 
program supports HRSA’s mission to 
improve the health and well-being of 
America’s mothers, children, and 
families. Through the TPEC Program, 
HRSA directly funds organizations with 
statewide or tribal reach to place early 
childhood development experts in local 
pediatric practices to deliver team-based 
care to young children and their 
families. All TPEC funding recipients 
will collect data and report standardized 
annual performance measures included 
in this ICR. 

A 60-day notice published in the 
Federal Register on April 16, 2026, vol. 
91, No. 73; pp. 20472–20473. There 
were no public comments. 

Need and Proposed Use of the 
Information: HRSA will use the 
information to monitor and provide 
oversight to TPEC funding recipients so 
the recipients can successfully access, 
analyze, and use pediatric practice-level 
and state-level data to meet program 
goals. HRSA will also use the 
performance information to demonstrate 
program accountability and impact to 
young children and their families served 
by the TPEC-funded pediatric practices. 

Likely Respondents: TPEC funding 
recipients. 

Burden Statement: Burden in this 
context means the time expended by 
persons to generate, maintain, retain, 
disclose, or provide the information 
requested. This includes the time 
needed to review instructions; to 
develop, acquire, install, and utilize 
technology and systems for the purpose 
of collecting, validating, and verifying 
information, processing and 
maintaining information, and disclosing 
and providing information; to train 
personnel and to be able to respond to 
a collection of information; to search 
data sources; to complete and review 
the collection of information; and to 
transmit or otherwise disclose the 
information. The total annual burden 
hours estimated for this ICR are 
summarized in the table below. 

TOTAL ESTIMATED ANNUALIZED BURDEN HOURS 

Form name Number of 
respondents 

Number of 
responses per 

respondent 

Total 
responses 

Average 
burden per 
response 
(in hours) 

Total 
burden 
hours 

Transforming Pediatrics for Early Childhood (TPEC) Program Perform-
ance Measures ..................................................................................... 10 1 10 120 1,200 
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