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registration is recommended because 
seating is limited; therefore, FDA may 
limit the number of participants from 
each organization. Registrants will 
receive confirmation when they have 
been accepted. If you need special 
accommodations due to a disability, 
please email rdinnovationhub@
fda.hhs.gov no later than October 26, 
2026, 11:59 p.m. Eastern Time. 

FDA welcomes suggestions, ideas, 
and comments regarding CDER and 
CBER’s roles in rare disease drug 
development and review. Below are four 
broad focus areas outlined in the 
Framework Initiative. We seek 
suggestions and comments within these 
topic areas and ask that you be as 
specific as possible in your feedback or 
recommendation. To help FDA review 
comments efficiently, please identify 
the topic area to which you are 
responding by its associated number. If 
you are responding to more than one 
topic area, please identify each topic 
area to which you are responding: 

1. Fit-for-purpose review of rare 
disease therapies based on attainable 
evidence, particular disease state, and 
population. 

2. Consistency and predictability of 
FDA’s rare disease drug development 
and review regulatory requirements. 

3. FDA engagements with external 
parties—including patients, disease 
experts, and researchers—to inform 
review decision-making for rare disease 
therapies. 

4. Considerations for chemistry, 
manufacturing, and controls (CMC) 
specific to rare disease therapies. 

Grace R. Graham, 
Deputy Commissioner for Policy, Legislation, 
and International Affairs. 
[FR Doc. 2026–21142 Filed 10–14–26; 11:15 am] 
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SUMMARY: The Food and Drug 
Administration’s (FDA or Agency) 
Center for Drug Evaluation and Research 
and Center for Biologics Evaluation and 
Research are announcing support for 

Forward Compatibility for Electronic 
Common Technical Document (eCTD) 
Version 4.0 (v4.0)-based electronic 
submissions. 

DATES: FDA support for Forward 
Compatibility for eCTD v4.0 electronic 
submissions begins October 16, 2026. 
Submit either electronic or written 
comments at any time. 
ADDRESSES: 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: 

• 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 ‘‘Instruction.’’ 

Instructions: All submissions received 
must include the Docket No. FDA– 
2018–D–1216 for ‘‘Electronic Common 
Technical Document; Data Standards; 
Center for Drug Evaluation and Research 
and Center for Biologics Evaluation and 
Research Supporting Electronic 
Common Technical Document Version 
4.0.’’ Received comments 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 
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: 
Jonathan Resnick, Center for Drug 
Evaluation and Research, Food and 
Drug Administration, 10903 New 
Hampshire Ave., Bldg. 32, Rm. 3160, 
Silver Spring, MD 20993–0002, 301– 
796–7997, Jonathan.Resnick@
fda.hhs.gov; or Chris McCormick, Center 
for Biologics Evaluation and Research, 
Food and Drug Administration, 10903 
New Hampshire Ave., Bldg. 71, Rm. 
7266, Silver Spring, MD 20993–0002, 
301–651–7158, Chris.McCormick@
fda.hhs.gov. 
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SUPPLEMENTARY INFORMATION: FDA is 
issuing this Federal Register notice to 
announce that FDA is ready to receive 
eCTD v4.0 Forward Compatibility 
electronic submissions. According to 
the guidance for industry titled 
‘‘Providing Regulatory Submissions in 
Electronic Format—Certain Human 
Pharmaceutical Product Applications 
and Related Submissions Using the 
eCTD Specifications’’ (available at 
https://www.fda.gov/regulatory- 
information/search-fda-guidance- 
documents/providing-regulatory- 
submissions-electronic-format-certain- 
human-pharmaceutical-product- 
applications), submissions subject to 
section 745A(a) of the Federal Food, 
Drug, and Cosmetic Act (21 U.S.C. 379k- 
1(a)) must be submitted in eCTD format 
using the version of eCTD currently 
supported by FDA, unless such 
submission is exempt from the 
electronic submission requirements or if 
FDA has granted a waiver. The version 
of eCTD currently supported by FDA is 
specified in the FDA Data Standards 
Catalog (available at https://
www.fda.gov/regulatory-information/ 
search-fda-guidance-documents/data- 
standards-catalog). 

Forward Compatibility enables FDA 
to process eCTD v4.0 submissions to 
applications originally submitted and 
established using eCTD v3.2.2. This will 
allow industry to fully transition to 
eCTD v4.0 while retaining the capability 
to continue open regulatory activities 
and life-cycle content previously 
submitted under eCTD v3.2.2. 
Specifications for eCTD v4.0 are 
available on FDA’s eCTD web page 
(available at https://www.fda.gov/drugs/ 
electronic-regulatory-submission-and- 
review/electronic-common-technical- 
document-ectd). 

Grace R. Graham, 
Deputy Commissioner for Policy, Legislation, 
and International Affairs. 
[FR Doc. 2026–21197 Filed 10–15–26; 8:45 am] 

BILLING CODE 4164–01–P 

DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 

National Institutes of Health 

Center for Scientific Review; Notice of 
Closed Meetings 

Pursuant to section 1009 of the 
Federal Advisory Committee Act, as 
amended, notice is hereby given of the 
following meetings. 

The meetings will be closed to the 
public in accordance with the 
provisions set forth in sections 
552b(c)(4) and 552b(c)(6), Title 5 U.S.C., 

as amended. The grant applications and 
the discussions could disclose 
confidential trade secrets or commercial 
property such as patentable material, 
and personal information concerning 
individuals associated with the grant 
applications, the disclosure of which 
would constitute a clearly unwarranted 
invasion of personal privacy. 

Name of Committee: Center for Scientific 
Review Special Emphasis Panel; Mentored 
Research Scientist Development. 

Date: November 12, 2026. 
Time: 10:00 a.m. to 5:00 p.m. 
Agenda: To review and evaluate grant 

applications. 
Address: National Institutes of Health, 

Rockledge II, 6701 Rockledge Drive, 
Bethesda, MD 20892. 

Meeting Format: Virtual Meeting. 
Contact Person: Jolanta Maria Topczewska, 

Ph.D., Scientific Review Officer, Center for 
Scientific Review, National Institutes of 
Health, 6701 Rockledge Dr., Rm. 710–E, 
Bethesda, MD 20892, (301) 402–0483, 
jolanta.topczewska@nih.gov. 

Name of Committee: Emerging 
Technologies and Training Neurosciences 
Integrated Review Group; Bioengineering and 
Tissue Engineering for Neuroscience Study 
Section. 

Date: November 12–13, 2026. 
Time: 10:00 a.m. to 6:00 p.m. 
Agenda: To review and evaluate grant 

applications. 
Address: National Institutes of Health, 

Rockledge II, 6701 Rockledge Drive, 
Bethesda, MD 20892. 

Meeting Format: Virtual Meeting. 
Contact Person: Tina Tze-Tsang Tang, 

Ph.D., Scientific Review Officer, Center for 
Scientific Review, National Institutes of 
Health, 6701 Rockledge Drive, Suite 3030, 
Bethesda, MD 20817, (301) 435–4436, tangt@
mail.nih.gov. 

Name of Committee: Applied Immunology 
and Disease Control Integrated Review 
Group; Infectious Disease Drug Development 
and Molecular Pharmacology Study Section. 

Date: November 12–13, 2026. 
Time: 10:00 a.m. to 9:00 p.m. 
Agenda: To review and evaluate grant 

applications. 
Address: National Institutes of Health, 

Rockledge II, 6701 Rockledge Drive, 
Bethesda, MD 20892. 

Meeting Format: Virtual Meeting. 
Contact Person: Ekaterina Mikhailovna 

Nestorovich, Ph.D., Scientific Review Officer, 
Center for Scientific Review, National 
Institutes of Health, 6701 Rockledge Drive, 
Bethesda, MD 20892, (301) 827–1367, 
ekaterina.nestorovich@nih.gov. 

Name of Committee: Center for Scientific 
Review Special Emphasis Panel; PAR–24– 
174: Global Infectious Disease Research 
Training Program (D43). 

Date: November 12–13, 2026. 
Time: 10:00 a.m. to 5:00 p.m. 
Agenda: To review and evaluate grant 

applications. 
Address: National Institutes of Health, 

Rockledge II, 6701 Rockledge Drive, 
Bethesda, MD 20892. 

Meeting Format: Virtual Meeting. 
Contact Person: Susham Shankarrao 

Ingavale, Ph.D., Scientific Review Officer, 
Center for Scientific Review, National 
Institutes of Health, 6701 Rockledge Drive, 
Bethesda, MD 20902, 301–827–2681, 
susham.ingavale@nih.gov. 

Name of Committee: Center for Scientific 
Review Special Emphasis Panel; 
Bioanalytical, Molecular, Cellular Sciences 
and Technologies. 

Date: November 12–13, 2026. 
Time: 10:00 a.m. to 6:00 p.m. 
Agenda: To review and evaluate grant 

applications. 
Address: National Institutes of Health, 

Rockledge II, 6701 Rockledge Drive, 
Bethesda, MD 20892. 

Meeting Format: Virtual Meeting. 
Contact Person: Joonil Seog, Sc.D., 

Scientific Review Officer, Center for 
Scientific Review, National Institutes of 
Health, 6701 Rockledge Drive, Bethesda, MD 
20892, 301–402–9791, joonil.seog@nih.gov. 

Name of Committee: Center for Scientific 
Review Special Emphasis Panel; RFA–DC– 
26–001: Early-Stage Dissemination and 
Implementation Research in Communication 
Disorders. 

Date: November 12, 2026. 
Time: 10:00 a.m. to 4:00 p.m. 
Agenda: To review and evaluate grant 

applications. 
Address: National Institutes of Health, 

Rockledge II, 6701 Rockledge Drive, 
Bethesda, MD 20892. 

Meeting Format: Virtual Meeting. 
Contact Person: Natalie S. Dailey, Ph.D., 

Scientific Review Officer, Center for 
Scientific Review, National Institutes of 
Health, 6701 Rockledge Drive, Bethesda, MD 
20892, (301) 827–4451, daileyns@csr.nih.gov. 

Name of Committee: Center for Scientific 
Review Special Emphasis Panel; RFA–AI– 
27–019: Impact of Initial Influenza Exposure 
on Immunity in Infants (U01 Clinical Trial 
Not Allowed). 

Date: November 12–13, 2026. 
Time: 10:00 a.m. to 6:00 p.m. 
Agenda: To review and evaluate grant 

applications. 
Address: National Institutes of Health, 

Rockledge II, 6701 Rockledge Drive, 
Bethesda, MD 20892. 

Meeting Format: Virtual Meeting. 
Contact Person: Seyhan Boyoglu Barnum, 

Ph.D., Scientific Review Officer, The Center 
for Scientific Review, The National Institutes 
of Health, 6701 Rockledge Drive, Bethesda, 
MD 20892, (301) 480–1446, seyhan.boyoglu- 
barnum@nih.gov. 

Name of Committee: Infectious Diseases 
and Immunology B Integrated Review Group; 
HIV Immunopathogenesis and Vaccine 
Development Study Section. 

Date: November 12, 2026. 
Time: 10:00 a.m. to 6:00 p.m. 
Agenda: To review and evaluate grant 

applications. 
Address: National Institutes of Health, 

Rockledge II, 6701 Rockledge Drive, 
Bethesda, MD 20892. 

Meeting Format: Virtual Meeting. 
Contact Person: Philip Owens, Ph.D., 

Scientific Review Officer, Center for 
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