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the Affordable Care Act and 45 CFR 
155.220(a)(1) expands the role of agents/ 
brokers by permitting them to enroll 
qualified individuals or small 
employers/employees in qualified 
health plans (QHPs) through the 
Exchanges, and assist individuals in 
applying for Advance Premium Tax 
Credits (APTCs) and Cost Sharing 
Reductions (CSRs). To participate as 
facilitators to enrollment, agents/brokers 
must register with the FFE, complete a 
training course covering eligibility and 
enrollment criteria for assisting in QHP 
enrollment, and sign agreements that 
formalize their understanding and 
commitment to adhere to the rules of 
the program. This requirement is 
specific to the FFE and does not 
automatically apply to State-based 
Exchanges (SBEs). This ICR serves as 
the formal request for renewal of the 
existing data collection. Form Number: 
CMS–10464 (OMB control number: 
0938–1204); Frequency: Annually; 
Affected Public: Private Sector (Business 
or other for-profits) Number of 
Respondents: 64,000; Number of 
Responses: 64,000; Total Annual Hours: 
15,360. (For questions regarding this 
collection contact Madeline Pellish at 
301–492–4390). 

Dated: July 26, 2022. 
William N. Parham, III, 
Director, Paperwork Reduction Staff, Office 
of Strategic Operations and Regulatory 
Affairs. 
[FR Doc. 2022–16331 Filed 7–28–22; 8:45 am] 
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SUMMARY: The Food and Drug 
Administration (FDA) is correcting a 
notice that appeared in the Federal 
Register on May 20, 2022. The 
document announced the withdrawal of 
approval (as of June 21, 2022) of 21 
abbreviated new drug applications 
(ANDAs) from multiple applicants. The 
document indicated that FDA was 
withdrawing approval of the following 
ANDAs after receiving withdrawal 
requests from Bionpharma Inc., 600 
Alexander Rd., Suite 2–4B, Princeton, 
NJ 08540: ANDA 065301, Cefadroxil 

Tablets, Equivalent to (EQ) 1 gram (g) 
base; ANDA 065307, Cefadroxil Oral 
Suspension, EQ 250 milligrams (mg) 
base/5 milliliters (mL) and EQ 500 mg 
base/5 mL; ANDA 065309, Cefadroxil 
Capsules, EQ 500 mg base; ANDA 
065326, Cephalexin Oral Suspension, 
EQ 125 mg base/5 mL and EQ 250 mg 
base/5 mL; from Sunny Pharmtech Inc., 
175 SW 166th Ave., Pembroke Pines, FL 
33027: ANDA 203581, Glyburide 
Tablets, 1.25 mg, 2.5 mg, and 5 mg; and 
from Unicorn Pharmaceuticals, 5 Links 
Circle, Durham, NC, 27707: ANDA 
204137, Omeprazole and Sodium 
Bicarbonate Capsules, 20 mg; 1.1 g. 
Before FDA withdrew the approval of 
these ANDAs, Bionpharma Inc., Sunny 
Pharmtech Inc., and Unicorn 
Pharmaceuticals informed FDA that 
they did not want the approval of the 
ANDAs withdrawn. Because 
Bionpharma Inc. timely requested that 
approval of ANDAs 065301, 065307, 
065309, and 065326 not be withdrawn, 
the approvals are still in effect. Because 
Sunny Pharmtech Inc. timely requested 
that ANDA 203581 not be withdrawn, 
the approval is still in effect. Because 
Unicorn Pharmaceuticals timely 
requested that ANDA 204137 not be 
withdrawn, the approval is still in 
effect. 

FOR FURTHER INFORMATION CONTACT: 
Martha Nguyen, Center for Drug 
Evaluation and Research, Food and 
Drug Administration, 10903 New 
Hampshire Ave., Bldg. 75, Rm. 1676, 
Silver Spring, MD 20993–0002, 240– 
402–6980, Martha.Nguyen@fda.hhs.gov. 
SUPPLEMENTARY INFORMATION: In the 
Federal Register of Friday, May 20, 
2022 (87 FR 30962), in FR Doc. 2022– 
10924, the following correction is made: 

On page 30963, in the table, the 
entries for ANDAs 065301, 065307, 
065309, 065326, 203581, and 204137 are 
removed. 

Dated: July 25, 2022. 
Lauren K. Roth, 
Associate Commissioner for Policy. 
[FR Doc. 2022–16281 Filed 7–28–22; 8:45 am] 
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Key Dates 
Application Deadline Date: October 7, 

2022. 
Earliest Anticipated Start Date: 

January 1, 2023. 

I. Funding Opportunity Description 

Statutory Authority 

The Indian Health Service (IHS) is 
accepting applications for the Special 
Diabetes Program for Indians (SDPI— 
formerly Community-Directed SDPI). 
This program is authorized under the 
Snyder Act, 25 U.S.C. 13; the Transfer 
Act, 42 U.S.C. 2001(a); and section 330C 
of the Public Health Service Act, 
codified at 42 U.S.C. 254c–3. This 
program is described in the Assistance 
Listings located at https://sam.gov/ 
content/home/ (formerly known as the 
CFDA) under 93.237. 

Background 

Diabetes is a complex and costly 
chronic disease that requires 
tremendous long-term efforts to prevent 
and treat. Although diabetes is a 
nationwide public health problem, 
American Indian/Alaska Native (AI/AN) 
people are disproportionately affected. 
In 2019, 14.5 percent of AI/AN people 
aged 18 years or older had diagnosed 
diabetes, compared to 7.4 percent of 
non-Hispanic white people [CDC, 2021. 
https://www.cdc.gov/diabetes/data/ 
statistics-report/diagnosed- 
diabetes.html]. In addition, AI/AN 
people have higher rates of diabetes- 
related morbidity and mortality than the 
general U.S. population [O’Connell, 
2010 (https://diabetesjournals.org/care/ 
article/33/7/1463/39326/Racial- 
Disparities-in-Health-StatusA- 
comparison-of); Cho, 2014 (http:// 
ajph.aphapublications.org/doi/full/ 
10.2105/AJPH.2014.301968)]. Strategies 
to address the prevention and treatment 
of diabetes in AI/AN communities are 
urgently needed. 

In response to the burgeoning diabetes 
epidemic among AI/AN people, 
Congress established the SDPI through 
the Balanced Budget Act of 1997. SDPI 
is a $150 million per year program that 
provides awards for diabetes treatment 
and prevention services. The IHS 
administers SDPI, with programmatic 
oversight provided by the IHS Division 
of Diabetes Treatment and Prevention 
(DDTP). 

Purpose 

The purpose of this program is to 
provide diabetes treatment and/or 
prevention activities and/or services 
(also referred to as ‘‘activities/services’’) 
for AI/AN communities. Awardees will 
implement one SDPI Diabetes Best 

VerDate Sep<11>2014 17:50 Jul 28, 2022 Jkt 256001 PO 00000 Frm 00043 Fmt 4703 Sfmt 4703 E:\FR\FM\29JYN1.SGM 29JYN1lo
tte

r 
on

 D
S

K
11

X
Q

N
23

P
R

O
D

 w
ith

 N
O

T
IC

E
S

1

https://diabetesjournals.org/care/article/33/7/1463/39326/Racial-Disparities-in-Health-StatusA-comparison-of
https://diabetesjournals.org/care/article/33/7/1463/39326/Racial-Disparities-in-Health-StatusA-comparison-of
https://diabetesjournals.org/care/article/33/7/1463/39326/Racial-Disparities-in-Health-StatusA-comparison-of
https://diabetesjournals.org/care/article/33/7/1463/39326/Racial-Disparities-in-Health-StatusA-comparison-of
https://www.cdc.gov/diabetes/data/statistics-report/diagnosed-diabetes.html
https://www.cdc.gov/diabetes/data/statistics-report/diagnosed-diabetes.html
https://www.cdc.gov/diabetes/data/statistics-report/diagnosed-diabetes.html
http://ajph.aphapublications.org/doi/full/10.2105/AJPH.2014.301968
http://ajph.aphapublications.org/doi/full/10.2105/AJPH.2014.301968
http://ajph.aphapublications.org/doi/full/10.2105/AJPH.2014.301968
https://sam.gov/content/home/
https://sam.gov/content/home/
mailto:Martha.Nguyen@fda.hhs.gov

		Superintendent of Documents
	2024-05-29T08:52:42-0400
	Government Publishing Office, Washington, DC 20401
	Government Publishing Office
	Government Publishing Office attests that this document has not been altered since it was disseminated by Government Publishing Office




