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Federal Register Notice (FRN) Publication Request
To request HHS approval to publish Federal Register Notices in the Federal Register, CDC/ATSDR programs must completely fill out the applicable areas of this worksheet.  The HHS Policy Team will also review the proposed Information Collection Request (ICR) package.
Federal Register Notice (FRN) Publication Request Worksheet
1
 *For Revision Requests, in the Brief Summary section below, explain what has changed: 
•
Is there a change in the data collection instrument?  Why?  What caused the change?   
•
Is there an increase or decrease in respondents?  From what (i.e., current approval) to what?  What is the reason for the change? 
•
Is there an increase or decrease in burden?  From what (i.e., current approval) to what?  What is the reason for the change? 
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BRIEF 
Agency (Select one) 
Office of Management and Budget (OMB) Control Number:    
Agency Information Collection Request (ICR) Tracking Number (CDC ID #):  
Project Title:  
Requesting CDC/ATSDR CIO and Program:  
Was this proposed information collection request package vetted through an internal
CIO  clearance process with relevant project and Paperwork Reduction Act oversight officials?
Expiration Date (mm/dd/yyyy)
FRN Type (Publication Requested)
 (Select one) 
:
FRN Approval Category (Select one) 
Non-routine = Urgent collections (either a public health emergency or soon to expire OMB approval). Routine = Everything else.
Use of Information collection (Select one) 
:
Type of ICR (Select one) 
1
Requested Approval Period for proposed ICR (Select one) 
- Specify Number of Months from Approval Date:
The proposed data collection is in support of a: (Select one) 
Provide the Title, Contract Number or Funding Announcement (FA) Number and Grant Number
Who will collect the data?  (Select all that apply) 
- Specify:
AFFECTED PUBLIC: Choose all that apply
Is the proposed ICR related to the Affordable Care Act (PPACA, P.L. 111-148 &111-152)?
Does the proposed collection pose burdens on practicing physicians or their patients?
If yes, identify burden type below.
BURDEN TYPE
LEGAL STATUTES 
Authorizing Statute(s):
Note: Authorizing Statuses include applicable Public Law, U.S. Code, Executive Orders, and Statuses
RULEMAKING 
Associated Rulemaking Information:
FR NOTICES / COMMENTS
 (For 30-Day FRN Requests) 
60-day Notice: Federal Register Citation: Volume
No.          
Page #                         Publication Date:
Did the Agency receive public comments on the 60-day FRN?
If yes, how many comments were received?
Of the comments received, how many did the CDC/ATSDR program consider substantive? 
BRIEF SUMMARY OF INFORMATION COLLECTION
State information collection’s purpose and the importance of collecting this information now:
State proposed use of collected data: 
Provide location(s) of data collection activities: 
Describe methods for collecting data: 
Describe sampling plan: 
Collaborative Efforts: 
Completely describe collaborative efforts (names, dates, roles, where documented in ICR's justification, etc.): 
Collaborative Efforts: 
Completely describe collaborative efforts (names, dates, roles, where documented in ICR's justification, etc.): 
Name
Date
Role
Where Documented in ICR's Justification
RESPONDENTS
Total number of data collection instruments:  
Total number of Respondents:  
Total number of Responses:  
Total Burden Hours: 
(Find specific information on respondent, response, and burden estimations in the Supporting Statement)
Provide any additional comments: 
OBLIGATION TO RESPOND
COSTS
Annual Cost to Federal Government:
Annual Cost to Respondents:
(Sum/total the "Estimated Annualized Burden Costs to Respondents" in Section A12 and "Estimates of Other Total Annual Cost Burden to Respondents or Record Keepers" in Section A13 of the Supporting Statement A of the Information Collection Request)
INCENTIVES
Will CDC/ATSDR offer incentives for proposed information collection project?
If yes, what type(s) or kind(s) of incentive(s) will be offered?
Please explain:
FRN Publication Approval Needed by:  
Provide the incentive amounts that will be offered to information collection
respondents/participants
Is the incentive offered within scope of Federal/Office of Management and Budget standards
for incentives?
Internal - Other CDC Programs
HHS OPDIVs or StaffDIVs
Other Federal Agencies
External Public
External Private
Combination of two or more of above listed
collaborations
None
1
2
3
4
5
6
7
Coordinator
Facilitator
Governance
Implementer
Functional Manager
Other
1
2
3
4
5
6
Internal - Other CDC Programs
HHS OPDIVs or StaffDIVs
Other Federal Agencies
External Public
External Private
Combination of two or more of above listed
collaborations
None
1
2
3
4
5
6
7
Coordinator
Facilitator
Governance
Implementer
Functional Manager
Other
1
2
3
4
5
6
Internal - Other CDC Programs
HHS OPDIVs or StaffDIVs
Other Federal Agencies
External Public
External Private
Combination of two or more of above listed
collaborations
None
1
2
3
4
5
6
7
Coordinator
Facilitator
Governance
Implementer
Functional Manager
Other
1
2
3
4
5
6
Internal - Other CDC Programs
HHS OPDIVs or StaffDIVs
Other Federal Agencies
External Public
External Private
Combination of two or more of above listed
collaborations
None
1
2
3
4
5
6
7
Coordinator
Facilitator
Governance
Implementer
Functional Manager
Other
1
2
3
4
5
6
Internal - Other CDC Programs
HHS OPDIVs or StaffDIVs
Other Federal Agencies
External Public
External Private
Combination of two or more of above listed
collaborations
None
1
2
3
4
5
6
7
Coordinator
Facilitator
Governance
Implementer
Functional Manager
Other
1
2
3
4
5
6
Internal - Other CDC Programs
HHS OPDIVs or StaffDIVs
Other Federal Agencies
External Public
External Private
Combination of two or more of above listed
collaborations
None
1
2
3
4
5
6
7
Coordinator
Facilitator
Governance
Implementer
Functional Manager
Other
1
2
3
4
5
6
Internal - Other CDC Programs
HHS OPDIVs or StaffDIVs
Other Federal Agencies
External Public
External Private
Combination of two or more of above listed
collaborations
None
1
2
3
4
5
6
7
Coordinator
Facilitator
Governance
Implementer
Functional Manager
Other
1
2
3
4
5
6
Internal - Other CDC Programs
HHS OPDIVs or StaffDIVs
Other Federal Agencies
External Public
External Private
Combination of two or more of above listed
collaborations
None
1
2
3
4
5
6
7
Coordinator
Facilitator
Governance
Implementer
Functional Manager
Other
1
2
3
4
5
6
Internal - Other CDC Programs
HHS OPDIVs or StaffDIVs
Other Federal Agencies
External Public
External Private
Combination of two or more of above listed
collaborations
None
1
2
3
4
5
6
7
Coordinator
Facilitator
Governance
Implementer
Functional Manager
Other
1
2
3
4
5
6
Internal - Other CDC Programs
HHS OPDIVs or StaffDIVs
Other Federal Agencies
External Public
External Private
Combination of two or more of above listed
collaborations
None
1
2
3
4
5
6
7
Coordinator
Facilitator
Governance
Implementer
Functional Manager
Other
1
2
3
4
5
6
	Reset the form: 
	CurrentPage: 
	Select CDC: 1
	Enter the Office of Management and Budget (OMB) Control Number: 
	Enter the Office of Management and Budget (OMB) Control Number: 
	Enter the agency information collection request (ICR) tracking number (CDC ID#): 0920-22FZ
	Enter the project title: mChoice: Improving PrEP Uptake and Adherence among Minority MSM through Provider Training and Adherence Assistance in Two High Priority Settings
	Select one from the following list: OID: NCHHSTP-DHAP
	Yes: 1
	Select other (please specify): 2
	FRNTypeOther: 
	Select non-routine: 1
	Select other (please specify): 7
	UseICROtherSpecify: 
	Select existing collection in use without an OMB Control Number: 1
	Select other (please specify months from approval date): 1
	Enter the number of months from the approval date: 
	Select Contract (please provide details): 0
	ContractSpecify: 
	Select Grant/CoAg (please provide details): 1
	GrantCoAgSpecify: U01PS005236
	Select other (please specify): 0
	ProposedDataCollOther: 
	Select CDC: 
	Select grantees: 2
	Select public health partners: 
	Select contractors: 
	Select other: 
	WhoCollectDataOther: 
	Select individuals and households: 2
	Select state, local, or tribal governments: 3
	Select federal government: 
	Select private sector - if affected Public is Private Sector: 5
	Subcategory: 2
	Yes: 2
	Yes: 1
	Financial Resources: 1
	Enter the authorizing statute(s): Section 301(a) of the Public Health Services Act (42 U.S.C. 241)
	Enter the authorizing statute(s): 
	Enter the authorizing statute(s): 
	Enter the authorizing statute(s): 
	Yes: 2
	No: 1
	Enter the volume number.: 87.00000000
	Enter the volume number: 113.00000000
	Enter the page number: 35781.00000000
	Enter a date (mm/dd/yyyy) or select one from the calendar pop-up.: 2022-06-13
	Enter the number of comments received: 3.00000000
	Enter how many substantive comments were considered by CDC/ATSDR: 2.00000000
	Provide the state information collection's purpose and importance of collecting this information now: The purpose of this study is to implement and evaluate the effectiveness of a clinic-based intervention that utilizes evidence-based education and support tools to improve PrEP adherence among young men who have sex with men (YMSM).  Men who have sex with men (MSM) represent the only subgroup of people with HIV (PWH) whose incidence has continually increased despite a stable overall number of HIV infections in the United States (US) in all other groups. Studies have shown that PrEP, when used consistently, can reduce the risk of sexual transmission of HIV by over 90%, and, as a result, PrEP has been championed as one of the best tools in combating HIV transmission. At the same time, the PrEP landscape is rapidly shifting with several options available (daily, 2-1-1 regimen) and intramuscular injectable long-acting injectable cabotegravir (CAB-LA). Educating healthcare providers about PrEP options for their patients and the likelihood of their patients engaging in switching patterns among the different PrEP regimens ensures the delivery of quality PrEP services. In addition, implementation of culturally congruent strategies to facilitate identification (screening) of PrEP-eligible patients and to provide PrEP counseling can help providers ensure initiation of PrEP for their patients who need it most.
	Provide a description of the state proposed use of the collected data: Data collected through this study will be used to evaluate the mChoice intervention for young men who have sex with men. The information collected in this study will be used to 1) describe real-world PrEP use including factors influencing selection and change of PrEP regimens; 2) understand and describe barriers and facilitators impacting the implementation of new PrEP modalities in clinical practice; 3) evaluate the feasibility and acceptability of the CleverCap mobile app among YMSM on PrEP; and 4) evaluate the feasibility and acceptability of implementing provider PrEP training. 
	Provide the location(s) of data collection activities: This study will be carried out in four clinics. Columbia University Nurse Practitioner Primary Care Group, New York, NY; Callen-Lorde Community Health Center, New York, NY; the University of Alabama at Birmingham (UAB) 1917 Clinic, Birmingham, AL; and Birmingham AIDS Outreach (BAO), Birmingham, AL. All data will be collected and managed by the award recipient Columbia University and its partners. Data collection will take place over three years following OMB approval. 
	Describe the methods for collecting data: We will conduct a hybrid type II trial to test the effectiveness of the mChoice clinical intervention to increase PrEP adherence and persistence among a cohort of 400 young MSM using PrEP. Surveys will be administered at baseline and quarterly intervals. The surveys will assess participant attitudes, knowledge, behavior, and experiences related to PrEP, and risk factors for HIV acquisition. Participants will be given a CleverCap device to track medication dispensed from their prescription PrEP bottle. Patient participants will also be asked to download the companion CleverCap smartphone application. The application is designed to support PrEP adherence by providing health information, appointment reminders, medication reminders and other supportive information. Data collected from the app will include prescription adherence data from CleverCap and paradata to describe overall app use and use of app components. Data will also be collected from urine specimens and from electronic health records to describe the PrEP prescription regimen and any changes in PrEP regimen, evaluate PrEP adherence, and assess sexual risk through HIV and STI test results. To further examine the participant experience and intervention satisfaction, a subset of the cohort (30 total participants) will be invited to participate in in-depth interviews. Participants will be asked to elaborate on intervention satisfaction; communications with providers; PrEP choices, switching and decision making; CleverCap and app use and acceptability; and PrEP knowledge. We will also conduct a PrEP training for 20 healthcare providers from the four participating clinic sites. The provider training will include education on available PrEP modalities and will be aligned with the most recent CDC PrEP guidelines. To evaluate the training, providers  will complete pre and post-training assessments to identify the potential impact of the training module on PrEP knowledge, attitudes, and practice. Six-months after completing the provider training and assessments, providers will be asked to complete a post-implementation interview to assess the impact that the provider training had on the provider’s work and interactions with their patients. Information to be collected from the interviews will include training satisfaction and opinions about the effect of the training on clinic operations, staff procedures, and client/patient responses; barriers to PrEP care; and attitudes and perceptions about PrEP. In addition to the training and provider-level assessments, at six month intervals, clinic staff at each of the four participating clinic sites will complete a clinic assessment tool to describe PrEP services implementation at the facility level. Information collected from the assessments will include facility hours and scheduling; patient services including pharmacy, transportation, and educational materials; PrEP services including navigation, financial assistance, client re-engagement, adherence support, visit components, HIV testing services; PrEP prescribing information; and PrEP options available.
	Describe the sampling plan: For the cohort, convenience and referral-based sampling techniques will be used to identify and recruit a total of 400 men. Participants will be young men between the ages of 18 and 39 who have sex with men; are using or initiating PrEP; and live in the New York City or Birmingham, AL area. Recruitment controls will ensure enrollment of at least 50% Black or African American or Hispanic or Latino men. For the cohort participant in-depth interviews, a subset of 30 men will be randomly selected from the larger cohort. For the provider training, convenience and referral-based sampling techniques will be used to identify and recruit a total of 20 healthcare providers. Providers will include but are not limited to medical doctors, nurse practitioners, physician associates, nurses, adherence counselors, pharmacists, and social workers. A provider can include any employee who discusses PrEP treatment with patients at any of the four participating clinic sites. 
	With whom has the CDC/ATSDR submitting program collaborated for this project?: Asa Radix, MD; Callen-Lorde Community Health Center
	Enter a date (mm/dd/yyyy) or select one from the calendar pop-up.: 09/01/2021-current
	Describe the CDC/ATSDR program's unique role for this project.: 4
	(i.e., Collaboration noted in Supporting State A, section 2, page 5): SSA section 8
	Button1: 
	Enter the annual responses: 4178.00000000
	Enter the annual burden hours: 2210.00000000
	Enter the number of respondents: 13.00000000
	Enter the responses per Respondent: 844.00000000
	Was the obligation to respond voluntary?: 3
	Enter the annual cost to respondents: 16009.09000000
	Yes: 1
	Select one of the following choices: 2
	Enter the FRN Publication Approval date (mm/dd/yyyy) or select from the calendar pop-up: 2023-06-16
	Enter the incentive amounts offered to information collection respondents/participants: 385.00000000
	Yes: 2
	Email the form: 
	Save the form: 
	Print the form: 



