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Act (FD&C Act) authorizes FDA to 
award priority review vouchers to 
sponsors of approved rare pediatric 
disease product applications that meet 
certain criteria. FDA is required to 
publish notice of the issuance of priority 
review vouchers as well as the approval 
of products redeeming a priority review 
voucher. FDA has determined that the 
supplemental application (Supplement- 
5) for VYVGART HYTRULO 
(efgartigimod alfa and hyaluronidase- 
qvfc), approved June 21, 2024, meets the 
criteria for redeeming a priority review 
voucher. 

FOR FURTHER INFORMATION CONTACT: 
Cathryn Lee, Center for Drug Evaluation 
and Research, Food and Drug 
Administration, 10903 New Hampshire 
Ave., Silver Spring, MD 20993–0002, 
301–796–1394, email: Cathryn.Lee@
fda.hhs.gov. 

SUPPLEMENTARY INFORMATION: FDA is 
announcing the approval of a product 
redeeming a rare pediatric disease 
priority review voucher. Under section 
529 of the FD&C Act (21 U.S.C. 360ff), 
FDA will report the issuance of rare 
pediatric disease priority review 
vouchers and the approval of products 
for which a voucher was redeemed. 
FDA has determined that the 
supplemental application (Supplement- 
5) for VYVGART HYTRULO 
(efgartigimod alfa and hyaluronidase- 
qvfc) meets the redemption criteria. 

For further information about the Rare 
Pediatric Disease Priority Review 
Voucher Program and for a link to the 
full text of section 529 of the FD&C Act, 
go to https://www.fda.gov/ForIndustry/ 
DevelopingProductsforRare
DiseasesConditions/ 
RarePediatricDiseasePriority
VoucherProgram/default.htm. For 
further information about VYVGART 
HYTRULO (efgartigimod alfa and 
hyaluronidase-qvfc), go to the ‘‘Drugs@
FDA’’ website at https://
www.accessdata.fda.gov/scripts/cder/ 
daf/. 

Dated: July 11, 2024. 

Lauren K. Roth, 
Associate Commissioner for Policy. 
[FR Doc. 2024–15695 Filed 7–16–24; 8:45 am] 
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SUMMARY: The Food and Drug 
Administration (FDA or the Agency) is 
extending the comment period for the 
draft guidance for industry ‘‘Platform 
Technology Designation Program for 
Drug Development’’ that appeared in the 
Federal Register of May 29, 2024. In the 
notice of availability for the draft 
guidance, FDA requested comments on 
the proposed collection of information. 
The Agency is taking this action in 
response to requests for an extension to 
allow interested persons additional time 
to submit comments. 
DATES: FDA is extending the comment 
period on the draft guidance for 
industry ‘‘Platform Technology 
Designation Program for Drug 
Development’’ published May 29, 2024, 
89 FR 46406. Either electronic or 
written comments must be submitted by 
August 28, 2024. 
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 
August 28, 2024. 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– 
2024–D–1829 for ‘‘Platform Technology 
Designation Program for Drug 
Development.’’ 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 
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 
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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: 
Melissa Furness, Center for Drug 
Evaluation and Research, Food and 
Drug Administration, 10903 New 
Hampshire Ave., Bldg. 51, Rm. 4162, 
Silver Spring, MD 20993, 240–402– 
8912; or James Myers, Center for 
Biologics Evaluation and Research, 
Food and Drug Administration, 10903 
New Hampshire Ave., Bldg. 71, Rm. 
7301, Silver Spring, MD 20993–0002, 
240–402–7911. 
SUPPLEMENTARY INFORMATION: In the 
Federal Register of May 29, 2024, FDA 
published a notice with a 60-day 
comment period to request comments 
on the draft guidance for industry 
entitled ‘‘Platform Technology 
Designation Program for Drug 
Development.’’ The Agency has 
received a request for a 30-day 
extension of the comment period. 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 draft guidance. 

FDA has considered the request and 
is extending the comment period for 30 
days, until August 28, 2024. The Agency 
believes that a 30-day extension allows 
adequate time for interested persons to 
submit comments on this draft 
guidance. 

Dated: July 11, 2024. 
Lauren K. Roth, 
Associate Commissioner for Policy. 
[FR Doc. 2024–15696 Filed 7–16–24; 8:45 am] 

BILLING CODE 4164–01–P 

DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 

[Document Identifier: OS–0990–0477] 

Agency Information Collection 
Revision 30-Day Public Comment 
Request 

AGENCY: Office of the Secretary, HHS. 
ACTION: Notice. 

SUMMARY: In compliance with the 
requirement of the Paperwork 
Reduction Act of 1995, the Office of the 
Secretary (OS), Department of Health 
and Human Services, is publishing the 
following summary of a proposed 
collection reinstatement for public 
comment. 

DATES: Comments on the ICR must be 
received on or before August 16, 2024. 
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 30-day Review—Open 
for Public Comments’’ or by using the 
search function. 

FOR FURTHER INFORMATION CONTACT: 
Sherrette Funn, Sherrette.Funn@hhs.gov 
or (202) 264–0041, or PRA@HHS.GOV. 
When submitting comments or 
requesting information, please include 
the document identifier 0990–New–30D 
and project title for reference. 
SUPPLEMENTARY INFORMATION: Interested 
persons are invited to send comments 
regarding this burden estimate or any 
other aspect of this collection of 
information, including any of the 
following subjects: (1) The necessity and 
utility of the proposed information 
collection for the proper performance of 
the agency’s functions; (2) the accuracy 
of the estimated burden; (3) ways to 
enhance the quality, utility, and clarity 
of the information to be collected; and 
(4) the use of automated collection 
techniques or other forms of information 
technology to minimize the information 
collection burden. 

Title of the Collection: Incident Report 
Form. 

Type of Collection: Reinstatement 
with Change. 

OMB No.: 0990–0477. 
Abstract: The Office of the Assistant 

Secretary for Health, Office for Human 
Research Protections (OHRP), is 
requesting reinstatement of the OMB 
No. 0990–0477, Incident Report Form, 
with two new information elements on 
the Incident Report form: IORG # for 
Reviewing IRB; and, Revising research 
policies and procedures as a corrective 
action plan category, if it applies. The 
purpose of the Incident Report form is 
to facilitate organizations or institutions 
prompt reporting of specific human 
subject protection incidents to OHRP, in 
a simplified standardized format, as 
required by HHS protection of human 
subjects regulations at 45 CFR part 46. 

ANNUALIZED BURDEN HOUR TABLE 

Forms name Number of 
respondents 

Number of 
responses per 
respondents 

Average 
burden per 
response 

Total 
burden 
hours 

Incident Report ...................................................................................................... 25 1 30/60 12.5 
Incident Report ...................................................................................................... 25 3 30/60 37.5 
Incident Report ...................................................................................................... 200 5 30/60 500 

Total ................................................................................................................ ........................ .......................... .................... 550 

Sherrette A. Funn, 
Paperwork Reduction Act Reports Clearance 
Officer, Office of the Secretary. 
[FR Doc. 2024–15655 Filed 7–16–24; 8:45 am] 

BILLING CODE 4150–36–P 

DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 

National Institutes of Health 

National Institute of Allergy and 
Infectious Diseases; Notice of Meeting 

Pursuant to section 1009 of the 
Federal Advisory Committee Act, as 

amended, notice is hereby given of a 
meeting of the AIDS Research Advisory 
Committee, NIAID. 

This will be a hybrid meeting held in- 
person and virtually and will be open to 
the public as indicated below. 
Individuals who plan to attend in- 
person or view the virtual meeting and 
need special assistance or other 
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