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ANNUAL BURDEN ESTIMATES 

Instrument 

Number of 
respondents 
(total over 

request 
period) 

Number of 
responses per 

respondent 
(total over 

request 
period) 

Avg. burden 
per response 

(in hours) 

Total burden 
(in hours) 

Annual burden 
(in hours) 

Baseline Parent Survey ....................................................... 2,750 1 .75 2063 688 
Contact Form ....................................................................... 1843 4 .17 1,253 418 
Topic Guide—Child Welfare Lead Staff .............................. 60 1 1 60 20 
Topic Guide—Child Welfare Frontline Staff ........................ 60 1 1 60 20 
Topic Guide—Partners ........................................................ 120 1 1 120 40 
Topic Guide—Program Managers ....................................... 60 1 1.5 90 30 
Topic Guide—Mentor Supervisors ....................................... 60 1 1.5 90 30 
Topic Guide—Parent/Family Mentors .................................. 60 1 1.5 90 30 
Topic Guide—Parents .......................................................... 30 1 1 30 10 
Parent Interview Information Form ...................................... 30 1 .1 3 1 
Validation Interviews ............................................................ 275 1 .08 22 7 

Estimated Total Annual Burden 
Hours: 1,294. 

Comments: The Department 
specifically requests comments on (a) 
whether the proposed collection of 
information is necessary for the proper 
performance of the functions of the 
agency, including whether the 
information shall have practical utility; 
(b) the accuracy of the agency’s estimate 
of the burden of the proposed collection 
of information; (c) the quality, utility, 
and clarity of the information to be 
collected; and (d) ways to minimize the 
burden of the collection of information 
on respondents, including through the 
use of automated collection techniques 
or other forms of information 
technology. Consideration will be given 
to comments and suggestions submitted 
within 60 days of this publication. 

Authority: The Substance Use- 
Disorder Prevention that Promotes 
Opioid Recovery and Treatment for 
Patients and Communities Act. 
(SUPPORT for Patients and 
Communities Act; Public Law 115–271) 

Mary B. Jones, 
ACF/OPRE Certifying Officer. 
[FR Doc. 2023–11989 Filed 6–5–23; 8:45 am] 

BILLING CODE 4184–01–P 

DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 

Food and Drug Administration 

[Docket No. FDA–2020–N–0026] 

Issuance of Priority Review Voucher; 
Rare Pediatric Disease Product 

AGENCY: Food and Drug Administration, 
HHS. 
ACTION: Notice. 

SUMMARY: The Food and Drug 
Administration (FDA) is announcing the 

issuance of a priority review voucher to 
the sponsor of a rare pediatric disease 
product application. The Federal Food, 
Drug, and Cosmetic 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 award 
of the priority review voucher. FDA has 
determined that VYJUVEK (beremagene 
geperpavec-svdt), manufactured by 
Krystal Biotech, Inc., meets the criteria 
for a priority review voucher. 
FOR FURTHER INFORMATION CONTACT: 
Myrna Hanna, 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: FDA is 
announcing the issuance of a priority 
review voucher to the sponsor of an 
approved rare pediatric disease product 
application. Under section 529 of the 
FD&C Act (21 U.S.C. 360ff), FDA will 
award priority review vouchers to 
sponsors of approved rare pediatric 
disease product applications that meet 
certain criteria. FDA has determined 
that VYJUVEK (beremagene geperpavec- 
svdt), manufactured by Krystal Biotech, 
Inc., meets the criteria for a priority 
review voucher. VYJUVEK is indicated 
for the treatment of wounds in patients 
6 months of age and older with 
dystrophic epidermolysis bullosa with 
mutation(s) in the collagen type VII 
alpha 1 chain (COL7A1) gene. 

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/industry/ 
developing-products-rare-diseases- 
conditions/rare-pediatric-disease-rpd- 
designation-and-voucher-programs. For 

further information about VYJUVEK, go 
to the Center for Biologics Evaluation 
and Research’s Approved Cellular and 
Gene Therapy Products website at 
https://www.fda.gov/vaccines-blood-
biologics/cellular-gene-therapy-
products/approved-cellular-and-gene- 
therapy-products. 

Dated: May 22, 2023. 
Lauren K. Roth, 
Associate Commissioner for Policy. 
[FR Doc. 2023–11907 Filed 6–5–23; 8:45 am] 

BILLING CODE 4164–01–P 

DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 

Food and Drug Administration 

[Docket No. FDA–2023–N–2008] 

Vintage Pharmaceuticals; Withdrawal 
of Approval of Abbreviated New Drug 
Application for Pemoline Tablets, 18.75 
Milligrams, 37.5 Milligrams, and 75 
Milligrams 

AGENCY: Food and Drug Administration, 
HHS. 
ACTION: Notice. 

SUMMARY: The Food and Drug 
Administration (FDA or Agency) is 
withdrawing approval of abbreviated 
new drug application (ANDA) 075328 
for pemoline tablets, 18.75 milligrams 
(mg), 37.5 mg, and 75 mg, held by 
Vintage Pharmaceuticals, 120 Vintage 
Dr., Huntsville, AL 35811 (Vintage). 
Vintage requested that approval of this 
application be withdrawn and has 
waived its opportunity for a hearing. 
DATES: Approval is withdrawn as of 
June 6, 2023. 
FOR FURTHER INFORMATION CONTACT: 
Kimberly Lehrfeld, Center for Drug 
Evaluation and Research, Food and 
Drug Administration, 10903 New 
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Hampshire Ave., Bldg. 51, Rm. 6226, 
Silver Spring, MD 20993, 301–796– 
3137, Kimberly.Lehrfeld@fda.hhs.gov. 

SUPPLEMENTARY INFORMATION: On April 
19, 2000, FDA approved ANDA 075328 
for pemoline tablets, 18.75 mg, 37.5 mg, 
and 75 mg, for the conditions of use in 
the labeling of new drug application 
(NDA) 016832, the reference listed drug 
on which it relied. On October 24, 2005, 
the Agency issued a Postmarket Drug 
Safety Information for Patients and 
Providers communication entitled 
‘‘Information for Healthcare 
Professionals: Pemoline Tablets and 
Chewable Tablets (Marketed as 
CYLERT)’’ which concluded the overall 
liver toxicity risk of CYLERT (pemoline) 
(NDAs 016832 and 017703) and generic 
pemoline products outweighed the 
benefits of these products (https://
wayback.archive-it.org/7993/
20171114124349/https://www.fda.gov/
Drugs/DrugSafety/Postmarket
DrugSafetyInformationforPatientsand
Providers/ucm126461.htm). 

All holders of approved applications 
for pemoline products, including 
Vintage, ceased marketing the products 
at that time. On June 21, 2012, Vintage 
requested that FDA withdraw approval 
of ANDA 075328, pursuant to 
§ 314.150(d) (21 CFR 314.150(d)) and 
waived its opportunity for a hearing. 
Vintage stated in its June 21, 2012, 
request for withdrawal of approval of 
ANDA 075328 that it had discontinued 
manufacturing the product since April 
2005. 

In the Federal Register issue of July 
19, 2013 (78 FR 43210), FDA 
erroneously included ANDA 075328 in 
a list of drug applications for which 
approval was being withdrawn under 
§ 314.150(c). In a separate notice 
published in this issue of the Federal 
Register, FDA corrected the July 19, 
2013, notice to remove ANDA 075328 
from the list of applications whose 
approval was withdrawn under 
§ 314.150(c). 

For the reasons discussed above, and 
in accordance with the applicant’s 
request, approval of ANDA 075328 for 
pemoline tablets, 18.75 mg, 37.5 mg, 
and 75 mg, and all amendments and 
supplements thereto, is withdrawn 
under § 314.150(d). Distribution of 
pemoline tablets, 18.75 mg, 37.5 mg, 
and 75 mg, into interstate commerce 
without an approved application is 
illegal and subject to regulatory action 
(see sections 505(a) and 301(d) of the 
Federal Food, Drug, and Cosmetic Act 
(21 U.S.C. 355(a) and 331(d)). 

Dated: May 31, 2023. 
Lauren K. Roth, 
Associate Commissioner for Policy. 
[FR Doc. 2023–11991 Filed 6–5–23; 8:45 am] 

BILLING CODE 4164–01–P 

DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 

Food and Drug Administration 

[Docket No. FDA–2021–D–0861] 

Cover Letter Attachments for 
Controlled Correspondence and 
Abbreviated New Drug Application 
Submissions; Guidance for Industry; 
Availability 

AGENCY: Food and Drug Administration, 
HHS. 
ACTION: Notice of availability. 

SUMMARY: The Food and Drug 
Administration (FDA or Agency) is 
announcing the availability of a final 
guidance for industry entitled ‘‘Cover 
Letter Attachments for Controlled 
Correspondence and ANDA 
Submissions.’’ This guidance is 
intended to assist prospective 
applicants, applicants, and holders of 
abbreviated new drug applications 
(ANDAs) with optional attachments that 
can be used when preparing cover 
letters that accompany controlled 
correspondence, original ANDAs, 
amendments to ANDAs, and 
supplements to approved ANDAs 
submitted to FDA. This guidance 
finalizes the draft guidance of the same 
title issued on December 13, 2021. 
DATES: The announcement of the 
guidance is published in the Federal 
Register on June 6, 2023. 
ADDRESSES: You may submit either 
electronic or written comments on 
Agency guidances at any time 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 ‘‘Instructions.’’ 

Instructions: All submissions received 
must include the Docket No. FDA– 
2021–D–0861 for ‘‘Cover Letter 
Attachments for Controlled 
Correspondence and ANDA 
Submissions.’’ 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 
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