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Archived Privacy Threshold Analysis (PTA): CDC - OCIO Azure GSS - Research Electronic Data Capture - QTR2 - 2025 - CDC8689524

Created Date: 4/21/2025 12:01 PM Last Updated: 2/25/2026 3:18 PM

Copy Approved PTA (Privacy Threshold Analysis)
Do you want to copy this Privacy Threshold Analysis (PTA) ?

Please define who would be the Submitter of copied Privacy Threshold Analysis (PTA).

Instructions

Review the following steps to complete this questionnaire:

1) Answer questions. Select the appropriate answer to each question. Question specific help text may be available via the icon. If your

answer dictates an explanation, a required text box will become available for you to add further information.

icon to show that a comment has been added.

2) Add Comments. You may add question specific comments or attach supporting evidence for your answers by clicking on the icon next

3) Change the Status. You may keep the questionnaire in the "In Process" status until you are ready to submit it for review. When you have
completed the assessment, change the Submission Status to "Submitted". This will route the assessment to the proper reviewer. Please note
that all values list questions must be answered before submitting the questionnaire.

to each question. Once you have saved the comment, the icon will change to the

4) Save/Exit the Questionnaire. You may use any of the four buttons at the top and bottom of the screen to save or exit the questionnaire. The
button allows you to complete the questionnaire. The button allows you to save your work and close the questionnaire. The button allows you
to save your work and remain in the questionnaire. The button closes the questionnaire without saving your work.

Acronyms
ATO - Authorization to Operate
CAC - Common Access Card
FISMA - Federal Information Security Management Act
HHS - Department of Health and Human Services
NARA - National Archives and Record Administration
OMB - Office of Management and Budget
PIA - Privacy Impact Assessment
PIl - Personally Identifiable Information
POC - Point of Contact
PTA - Privacy Threshold Analysis
URL - Uniform Resource Locator





General Information

PTA Name: CDC - OCIO Azure GSS - Research Electronic Data PTA ID: 8689524
Capture - QTR2 - 2025 - CDC8689524

Name of OCIO Azure GSS Name of ATO OCIO Azure GSS

Component: Boundary:

Does thisneed No

to migrate to a

Sub-

Component?:

Consolidated Parent Component

Component Name

No Records Found

Is this a Sub- Yes

Component?:

Sub-Component

Software Name

Research Electronic Data Capture

Overall Status: Q PTA Queue:

Submitter: Akoentry, Francis # of Days Open: 99
Chappelle, Michael

Submission Submitted Submit Date: 7/30/2025

Status:

Office: oD PIA Required: Yes

Legacy PTA ID: OpDiv: CDC

PTA - 1 Point of Contact (POC)

POC Title

No Records Found

POC Name POC Organization

1: Identify the Enterprise Performance Lifecycle Phase of the system. Operations and Maintenance
2: Is this a FISMA-Reportable system?
3: Does the system have or is it covered by a Security Authorization to Yes

Operate (ATO)?
4: ATO Date or Planned ATO Date.
5: Is the system or electronic information collection agency or contractor ~ Agency

operated?
History Log: View History Log

PTA Questions

General

POC E-mail

PTA-2: Indicate the following reason(s) for this PTA. Choose from the following  PIA Validation (PIA Refresh)
options.

PTA - 2A: Describe in further detail any changes to the system that have occurred No Changes.
since the last PIA.

PTA - 3: Is the data contained in the system owned by the agency or contractor? Agency



https://archer.cdc.gov/default.aspx?requestUrl=..%2fGenericContent%2fHistoryLogContentView.aspx%3fcontentId%3d8689524%26hlFieldId%3d23781



PTA - 4:

PTA - 5:

PTA - 5A:

PTA - 5B:

Please give a brief overview and purpose of the system by describing
what the functions of the system are and how the system carries out
those functions.

List and/or describe all the types of information that are collected (into),
maintained, and/or shared in the system regardless of whether that
information is PIl and how long that information is stored.

Are user credentials used to access the system?

Please identify the type of user credentials used to access the system.

Research Electronic Data Capture (REDCap) is a
data management platform for collection, analysis,
and visualization of public health research and
event data. This system exists in the Centers for
Disease Control and Prevention (CDC) managed,
Federal Risk and Authorization Management
Program (FEDRamp) approved Microsoft Azure
facility within the CDC Office of the Chief
Information Officer (OCIO) managed tenant.

REDCap is a data collection tool offered to CDC
programs in support of public health research and
public health emergency response. REDCap
projects and data requirements vary from public
health research, laboratory research, emergency
response, longitudinal studies, vaccine trial data,
and other public health event data. For example,
the data may include public health event studies
that may collect information on symptoms and
environmental exposures that may be linked to
potential etiologic agents. In some circumstances,
Personally Identifiable Information (Pll) is collected
for clinical or epidemiological follow-up and
intervention. The exact nature, type, and amount
of Pll collected will vary from survey to survey but
is limited to a subset of Name, Mother's Maiden
Name, E-Mail Address Mailing, Phone Numbers,
Medical Notes, Certificates, Education Records,
Military Status, Foreign Activities, Date of Birth,
Photographic Identifiers, Mailing Address, Medical
Records Number, Legal Documents, Device
Identifiers, or Employment Status per survey. All
user access to the REDCap web application which
is authenticated via CDC's Digital Support Office -
Secure Access Management System (SAMS),
including authorized CDC users. SAMS is a system
with its own PIA.

Yes, but the user credentials are maintained in a
separate system (e.g., AD, AMS) and not collected or
maintained by this system. The system providing
credentials is - Secure Access Management System
(SAMS)





PTA - 6: Describe why all types of information is collected (into), maintained,
and/or shared with another system. This description should specify
what information is collected about each category of individual.

PTA-7: Does the system collect, maintain, use of share PII?

PTA - 7A: Does this include Sensitive Pll as defined by HHS?

PTA - 8: Does the system include a website or online application?

PTA - 8A: Are any of the URLs listed accessible by the general public (to include

publicly accessible log in and internet websites/online applications)?
URL Details

Type of URL List Of URL

No Records Found

REDCap is an open source software develop for
scientific research. The application was developed
and maintained by Vanderbilt University. Updates
are managed and distributed by a consortium of
partners that provide software support,
development and communication.

At the CDC REDCap is used for creating, fielding,
and managing large or small data collection
projects. Data collection projects encompass all
facets of maintaining a research or public health
response effort in the field. This includes data
collection, management, analysis, and visualization
purposes. REDCap can also manage longitudinal
studies that capture repeated measures on a study
cohort. It also provides a comprehensive toolset
to track study participants and their
compliance/participation with the implemented
research study protocol.

REDCap projects and data requirements vary from
public health research, laboratory research,
emergency response, longitudinal studies, vaccine
trial data, and other public health event data. For
example, public health event studies might collect
information on symptoms and environmental
exposures that might be linked to potential
etiologic agents. In some circumstances, Pll is
collected for clinical or epidemiological follow-up
and intervention but is limited to a subset of
Name, Mother's Maiden Name, E-Mail Address
Mailing, Phone Numbers, Medical Notes,
Certificates, Education Records, Military Status,
Foreign Activities, Date of Birth, Photographic
Identifiers, Mailing Address, Medical Records
Number, Legal Documents, Device Identifiers, or
Employment Status per survey. The exact nature,
type and amount of Pll collected will vary from
survey to survey.

All user access to the REDCap web application is
authenticated via CDC's Digital Support Office
(DSO) - Secure Access Management System
(SAMS), including authorized CDC users. SAMS is a
system with its own PIA.

Yes
No
Yes

No





PTA - 9:

PTA - 10:

PTA-11:

PTA - 11A:

PTA - 12:

PTA - 12A:

PTA-13:

PTA - 13A:

PTA - 13B:

PTA - 14:

PTA - 14A:

Describe the purpose of the website, who has access to it, and how
users access the web site (via public URL, log in, etc.). Please address
each element in your response.

Does the website have a posted privacy notice?

Does the website contain links to non-federal government websites
external to HHS?

Is a disclaimer notice provided to users that follow external links to
websites not owned or operated by HHS?

Does the website use web measurement and customization
technology?

Select the type(s) of website measurement and customization
technologies in use and if it is used to collect PII.

Does the website have any information or pages directed at children
under the age of thirteen?

Does the website collect PIl from children under the age thirteen?

Is there a unique privacy policy for the website and does the unique
privacy policy address the process for obtaining parental consent if any
information is collected?

Does the system have a mobile application?

Is the mobile application HHS developed and managed or a third-party
application?

Research Electronic Data Capture Application
(REDCap) is the primary data collection and
research management system for the National
Center for Emerging and Zoonotic Infectious
Diseases (NCEZID) divisions and branches and
offered as a data collection service made available
for other Centers within the CDC. It is authorized
to process both aggregate and personally
identifiable information depending on the research
protocol and its purpose. It provides users a
toolset to manage clinical intervention trials in the
field while collecting data on the efficacy of such
trials. REDCap also assists epidemiologic
investigations in the field through creating
dynamic data collection instruments. All user (both
organizational and non-organizational users)
access to the REDCap web application in web
browser using REDCap's Uniform Resource Locator
(URL) which is authenticated via CDC's Digital
Support Office - Secure Access Management
System (SAMS).

Yes

No

No

No

Yes

Third-party





PTA - 15:

PTA - 16:

PTA-17:

PTA - 17A:

PTA - 18:

PTA - 18A:

PTA-19:

PTA - 19A:

PTA - 19B:

PTA - 20:

PTA - 21:

Describe the purpose of the mobile application, who has access to it,
and how users access it. Please address each element in your response.

Does the mobile application/have a privacy notice?

Does the mobile application contain links to non-federal government
websites external to HHS?

Is a disclaimer notice provided to users that follow external links to
resources not owned or operated by HHS?

Does the mobile application use measurement and customization
technology?

Describe the type(s) of measurement and customization technologies or
techniques in use and what information is collected.

Does the mobile application have any information or pages directed at
children under the age of thirteen?

Does the mobile application collect Pll from children under the age
thirteen?

Is there a unique privacy policy for the mobile application and does the
unique privacy policy address the process for obtaining parental
consent if any information is collected?

Is there a third-party website or application (TPWA) associated with the
system?

Does this system use artificial intelligence (Al) tools or technologies?

REDCap software provides its online users with the
ability to create and manage surveys and
databases quickly and securely to facilitate data
collection. The REDCap Mobile App provides users
with a tool for offline data collection, particularly
in environments with poor internet connectivity.
The app is used as a companion app to a REDCap
project. New project creation is not possible in the
REDCap Mobile App itself. The app’s purpose is to
collect data offline that will later be added to an
existing project in the web-based REDCap
application.

All users (both organizational and non-
organizational users) access to the REDCap web
application in web browser using REDCap URL
which are authenticated through the SAMS system
and authorized within REDCap using role-based
access. SAMS generates and sends a personalized
email invitation containing one-time use access
credentials (User ID and Temporary Password) for
SAMS user registration task, not stored on REDCap.
In addition, SAMS generates and sends subsequent
email notifications to the user informing them of
their SAMS account activation and activity access
authorization(s).

Yes

No

No

No

N/A

No

No

No

No

No





Review & Comments

Privacy Analyst Review

OpDiv Privacy  Approved Privacy Analyst  7/30/2025

Analyst Review Review Date:

Status:

Privacy Analyst Privacy Analyst 0

Comment : Days Open:

SOP Review

SOP Review Approved SOP Signature:

Status:

SOP Comments: SOP Review 7/30/2025
Date:

SOP Days Open: 0

Supporting Document(s)

Name Size Type Upload Date Downloads
20250730 REDCAP Cloud BSI_v 7.0 (Annual Assessment).docx 1031081 .docx 7/30/2025 9:41 AM 3
Comments

Question Name Submitter Date Comment Attachment

No Records Found

Miscellaneous Fields

Sub- MEEKS, Arivey
Component
1SSO:






From: McMichael, Kelsey (CDC/NIOSH/OD/ODDM

To: Hall, Noemi (CDC/NIOSH/RHD/SB;

Cc: Fisher, Nicole (CDC/NIOSH/OD/ODDM); Avanti (CDC/NIOSH/OD/ODDM); Dobey, Xavier (CDC/NIOSH/OD/ODDM); i David (CDC/NIOSH/RHD/OD)
Subject: RE: critical need to complete Privacy Act Determination in support of OMB Clearance for REDCap Data collection from providers for metal/non-metal miners’ x-ray classifications
Date: Tuesday, March 17, 2026 4:22:24 PM

Attachments: image001.ona

image002.nng
Supporting Statement A_SSPOapproved.docx
Importance: High

Hi Noemi,

Please see that attached changes to Supporting Statement A. Once accepted, please utilize this and the copy of the RedCAP PIA to provide with the OMB
package for Privacy Act Determination clearance for OMB approval.

If you have any questions, please feel free to reach out.
All the best,

Kelsey McMichael

Systems Security & Privacy Officer

Centers for Disease Control and Prevention (CDC)
Department of Health and Human Services (HHS)

From: Redcap (CDC) <redcap@cdc.gov>

Sent: Tuesday, March 17, 2026 11:54 AM

To: McMichael, Kelsey (CDC/NIOSH/OD/ODDM) <wwk5@cdc.gov>

Cc: Fisher, Nicole (CDC/NIOSH/OD/ODDM) <oxm7@cdc.gov>; Hall, Noemi (CDC/NIOSH/RHD/SB) <lyo3@cdc.gov>; Brahmnalkar, Avanti (CDC/NIOSH/OD/ODDM)
<pfe8@cdc.gov>; Dobey, Xavier (CDC/NIOSH/OD/ODDM) <xxm9@cdc.gov>; Weissman, David (CDC/NIOSH/RHD/OD) <dqw4@cdc.gov>

Subject: RE: critical need to complete Privacy Act Determination in support of OMB Clearance for REDCap Data collection from providers for metal/non-metal miners’ x-ray
classifications

Hi Kelsey,
REDCap has released a Security Patch for this vulnerability, and it has been applied to the REDCap servers.
Thanks,

CDC REDCap Team | CDC/OID/NCEZID | redcap@cdc.gov | Access REDCap!
Helpful Links: Resource Center | Request a Project | Support Request | Add New User

From: McMichael, Kelsey (CDC/NIOSH/OD/ODDM) <wwk5@cdc.gov>

Sent: Tuesday, March 17, 2026 11:30 AM

To: Redcap (CDC) <redcap@cdc.gov>

Cc: Fisher, Nicole (CDC/NIOSH/OD/ODDM) <oxm7@cdc.gov>; Hall, Noemi (CDC/NIOSH/RHD/SB) <lyo3@cdc.gov>; Brahmnalkar, Avanti (CDC/NIOSH/OD/ODDM)
<pfe8@cdc.gov>; Dobey, Xavier (CDC/NIOSH/OD/ODDM) <xxm9@cdc.gov>; Weissman, David (CDC/NIOSH/RHD/OD) <dgw4@cdc.gov>

Subject: RE: critical need to complete Privacy Act Determination in support of OMB Clearance for REDCap Data collection from providers for metal/non-metal miners’ x-ray
classifications

Thank you, can you please advise on the current Active Exploitation targeting RedCAP vulnerabilities, per the attached and advise on how (or if) this will
affect any use?

Key developments include active exploitation of REDCap vulnerabilities by a China-nexus actor deploying INFINITERED malware that survives
software upgrades, rapid weaponization of a Microsoft MSHTML zero-day (CVE-2026-21513) by APT28, and continued abuse of OAuth redirection
mechanisms to bypass phishing defenses. Additionally, election-themed WhatsApp phishing, LinkedIn-based and attachment-based campaigns
targeting international government entities, and ClickFix variants leveraging Windows Terminal to deploy Lumma Stealer underscore the dominance of
social engineering combined with trusted platform abuse.

Geopolitical tensions involving Iran have also resulted in increased hacktivist activity, primarily disruptive but capable of opportunistic escalation.
Meanwhile, HOLLOW PANDA'’s ShadowPad campaign reinforces the continued risk to government and healthcare-adjacent sectors from long-term
espionage operations.

Top Risks to the CDC
e Active Exploitation of REDCap (Healthcare Research Infrastructure)
® MSHTML Zero-Day Exploitation by APT28 (CVE-2026-21513)
® OAuth Redirection Abuse for Credential Theft

All the best,

Kelsey McMichael

Systems Security & Privacy Officer

Centers for Disease Control and Prevention (CDC)
Department of Health and Human Services (HHS)
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ODIT needs the following documents and materials to assess and develop the language for the ICR:

Note: PLEASE make sure ALL supporting artifacts match and are consistent (When reviewing, many of the documents contradict each other - please
be consistent to avoid delays in the process)

Make sure the information that you intend to collect and the procedures you intend to undertake are consistently described across all documents.
Do not make assertions about whether the information that you are collecting is considered PII. Rather, clearly describe the information to be
collected and then refer to that description throughout your documentation so that the documents you submit are consistent with each other.
Describe how the information being collected is used to support research purposes.
Disclose whether any parameters that are well-establish as being Pl will be used to find a record.

© For example, will you retrieve records by searching for a person’s name, SSN, ID number, email, or phone number?
Identify the system you want to use in advance, both for information collection and storage. Using an authorized system saves time.

‘Complete all documentation before submitting:
°

Authorizing legislation for the program and information collection
Information collection instruments
System names and hosting information

co0oo

© Federal Register Notice (if applicable)
© IRB approval letter (if applicable)
© Data collection and analysis plan (if applicable)
Use a system with an existing privacy impact assessment (PIA)
























X-Ray Classification Collection for Metal and Nonmetal Miners
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Noemi Hall, PhD


CDC/NIOSH/RHD/SB


nhall@cdc.gov
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			Goals of the project: This study aims to gather de-identified x-ray findings from medical providers to monitor respiratory health among miners in the metal/non-metal mining industry, focusing on the presence and severity of pneumoconiosis. Data will be submitted securely through REDCap, ensuring encryption and compliance with privacy standards, though no PII will be collected.





Intended use of the resulting data:   If a cluster of pneumoconiosis is observed/reported within a given geographical area, then the appropriate state or local public health authority would be alerted for their further investigation. This information will be able to be used to inform broader public health response, to protect the health of workers, and can also help inform mine operators as they monitor the effectiveness of dust control methods used in their mining operations.





Methods to be used to collect data:   To facilitate secure and efficient data submission, NIOSH is utilizing Research Electronic Data Capture (REDCap), a secure web-based platform widely used across CDC and NIOSH. Providers will enter information for each metal or non-metal miner who receives a chest x-ray classification from a NIOSH certified B-Reader into the REDCap survey. No PII will be collected. 





· The specific subpopulation to be studied:  Metal and non-metal miners working in the United States. According to the Mine Safety and Health Administration, as of 2023, there were approximately 255,072 employees of metal and non-metal mines in the United States.





· How data will be analyzed: Data will be collected and processed using the REDCap environment in aggregated reports, summarizing total reports received, number and proportion with evidence of pneumoconiosis, by commodity. No personal identifiers will be included or used. 





			



















































A.	JUSTIFICATION


1. Circumstances Making the Collection of Information Necessary


[bookmark: _Hlk24446591]This requested data collection is intended to collect de-identified x-ray findings from medical providers to monitor respiratory health among miners in the metal/non-metal sectors, focusing on the presence and severity of pneumoconiosis on chest radiograph. This data collection is intended to continue indefinitely, with renewal as required every three years. In the Mine Safety and Health Administration Regulation, Lowering Miners’ Exposure to Respirable Crystalline Silica and Improving Respiratory Protection, 30 CFR Part 60.15 Medical surveillance for metal and nonmetal mines, states that: “The mine operator shall ensure that, within 30 days of the medical examination, the PLHCP (physician or other licensed health care provider) or specialist provides the results of chest X-ray classifications to the National Institute for Occupational Safety and Health (NIOSH), once NIOSH establishes a reporting system.” This reporting system is therefore being stood up by NIOSH to collect the chest x-ray classifications from metal/non-metal miners across the United States. This data collection is also supported by statutory language in the 1969 Federal Mine Safety and Health Act, [30 U.S.C. § 813(h)]: “In addition to such records as are specifically required by this Act, every operator of a coal or other mine [emphasis added] shall establish and maintain such records, make such reports, and provide such information, as the Secretary or the Secretary of Health and Human Services may reasonably require from time to time to enable him to perform his functions under this Act. The Secretary or the Secretary of Health and Human Services is authorized to compile, analyze, and publish, either in summary or detailed form, such reports or information so obtained.”


NIOSH will cover any costs for the planned reporting system described below. NIOSH does not anticipate substantial incremental cost for implementing this reporting system. Reporting will be implemented via a simple online survey collecting de-identified information from providers of respiratory health examinations as outlined in 30 CFR Part 60. The information collected will not include personally identifiable information (PII) so that the identification of individual miners will not be possible. Data elements to be collected include chest x-ray classification findings, state where miner works, and mining commodity. CDC’s instance of Research Electronic Data Capture (REDCap) software will be used for online data collection. The software can be used to collect de-identified data online from external parties. This low-cost, efficient approach will allow us to monitor the number of examinations performed, the number showing findings of pneumoconiosis, as well as findings by commodity and geographic distribution. A limitation in not collecting PII is that it will not allow for communication back to healthcare providers or miners about specific miners’ chest x-ray results.


Pneumoconiosis, a dust-induced interstitial lung disease, has been increasing among coal miners, especially in central Appalachia, since the early 2000s. Both coal miners and metal/non-metal miners are exposed to dusts, potentially including respirable crystalline silica, through their typical working conditions. Pneumoconiosis includes silicosis and coal workers’ pneumoconiosis, commonly known as black lung. Disease can progress to the most severe form, progressive massive fibrosis. Though there is no cure, some patients with severe pneumoconiosis undergo lung transplants to extend their life. In the United States, there have been 16 lung transplants performed due to coal workers’ pneumoconiosis and 16 lung transplants due to silicosis in 2023 alone.





NIOSH currently operates the Coal Workers’ Health Surveillance Program (CWHSP) which allows NIOSH to monitor pneumoconiosis trends among coal miners, and allows for early intervention if disease is detected in coal miners. Data from the CWHSP shows that about 20% of long-tenured coal miners (those with at least 25 years of coal mining tenure) have evidence of pneumoconiosis on chest radiographs. However, no such system exists to monitor the respiratory health of metal/non-metal miners. Recent research among former metal/non-metal miners seen at a clinic in Colorado showed that 58/223 (26%) had evidence of pneumoconiosis on chest radiograph. The proposed data collection aims to provide an estimate for the prevalence of pneumoconiosis among working metal/non-metal miners across the United States.





2. Purpose and Use of the Information Collection


The purpose of this information collection request is to collect chest radiograph classification information from clinics serving metal/non-metal miners across the United States. This data will enable NIOSH staff to monitor pneumoconiosis disease prevalence among metal/non-metal miners using the aggregate data. 





The data collection instrument will address the following topics:





· State or Territory where the miner worked


· Work information – commodity, type of mine 


· Standardized radiograph classifications








To facilitate secure and efficient data submission, NIOSH is utilizing Research Electronic Data Capture (REDCap), a secure web-based platform widely used across CDC and NIOSH. Providers will enter information for each metal or non-metal miner who receives a chest x-ray classification from a NIOSH certified B-Reader into the REDCap survey. No PII will be collected. This study aims to gather de-identified x-ray findings from medical providers to monitor respiratory health among miners in the metal/non-metal sectors, focusing on the presence and severity of pneumoconiosis. Using the International Labour Office’s classification, providers will report whether pneumoconiosis is present and, if so, report the opacity types. Data will be submitted securely through REDCap, ensuring encryption and compliance with privacy standards, though no PII will be collected. The collected information will support public health surveillance and inform interventions to improve miners' health outcomes without compromising individual privacy. This project is in response to recent MSHA regulatory action, prompting NIOSH to collect this information from providers.  





3. Use of Improved Information Technology and Burden Reduction


All data will be collected using REDCap, a secure internet-based survey software system that is approved for use by NIOSH. REDCap provides enterprise-grade security features including data encryption, redundancy, continuous network monitoring, and Single Sign On (SSO). 


The instrument software will use computer generated skip patterns to reduce the respondent’s overall burden, so clinic staff filling out the forms only see questions that are relevant to them. For example, if a given radiograph’s classification indicates that there is no evidence of pneumoconiosis, then no further specific information about that radiograph and its classification will be asked. The estimated time to complete the electronic survey is approximately 2 to 3 minutes.


4. Efforts to Identify Duplication and Use of Similar Information


This effort is not duplicative. NIOSH is the only federal entity that conducts research to improve occupational safety and health. Within NIOSH, there are no other currently funded projects approved addressing the presence of pneumoconiosis among metal/non-metal miners, and no similar information has been gathered by or maintained by NIOSH or other Federal agencies, nor is the information available from other known sources. 


5. Impact on Small Businesses or Other Small Entities


Participation in this information collection does not impose an unreasonable burden to participating clinics, which may be small businesses operating in rural locations, as mining is largely pursued in rural areas. The average time burden for any clinic taking part will not exceed 2 to 3 minutes per each miner’s radiograph. There is no cost associated with this data collection.


6. Consequences of Collecting the Information Less Frequently


As outlined in 30 CFR Part 60.15, metal and non-metal miners must be offered medical surveillance, including chest radiographs, at entry to the workforce, within three years after the initial radiograph, and then every 5 years afterwards throughout their careers in the industry. The classifications of these radiographs must then be submitted to NIOSH, which is proposed to occur through this data collection instrument, within 30 days post-radiograph. While the initial radiographs at entry and three years later are mandatory, the remaining radiographs are voluntary. Once a radiograph is taken, the submission of its classification to NIOSH is mandatory. Given this timeline, over the course of a miner’s 30-year career, they may be expected to have as many as seven radiographs. As pneumoconiosis is a progressive disease, spacing the radiographs out over time allows for early identification of disease and subsequent intervention. If the radiographs and their subsequent radiographic classifications would be conducted and collected less frequently, then the miners themselves would not receive timely interventions, and the ability to identify increases in pneumoconiosis among these miners would also be lost. This information is intended to help protect miners’ respiratory health and guide mine operators in monitoring the effectiveness of dust controls.  


7. Special Circumstances Relating to the Guidelines of 5 CFR 1320.5


There are no special circumstances with this information collection package. This request fully complies with the regulation 5 CFR 1320.5.


8. Comments in Response to the Federal Register Notice and Efforts to Consult Outside the Agency


A. A Federal Register Notice was published for the generic information collection The Federal Register notice was published for this collection on June 16, 2025, Vol. 90, No.114, pp. 25298 (Attachment 2). No public comments were received. 





B. No outside consultations occurred, as this data collection effort is in response to the Mine Safety and Health Administration Regulation, Lowering Miners’ Exposure to Respirable Crystalline Silica and Improving Respiratory Protection, 30 CFR Part 60.15 Medical surveillance for metal and nonmetal mines. The survey was reviewed and discussed with internal NIOSH researchers with expertise in radiograph classifications and pneumoconiosis.





9. Explanation of Any Payment or Gift to Respondents


Respondents will not receive any payments or gifts for completing either data collection.


10. Protection of the Privacy and Confidentiality of Information Provided by Respondents


[bookmark: _Hlk40280827][bookmark: _Hlk40280950]ISSO System Security and Privacy Officer (SSPO) determined in conjunction with the CDC Privacy Office that Privacy Act is not applicable. The activities do not involve the collection of individually identifiable information.


Research Electronic Data Capture (REDcap) and Modernization Platform for NIOSH (MPN) include the in-place technical, physical, or administrative controls (safeguards).


Research Electronic Data Capture (REDcap) and Modernization Platform for NIOSH (MPN) System Security Plan (SSP) defines the process for handling security incidents. The system’s team and the Cybersecurity Program Office (CSPO) share the responsibilities for event monitoring and incident response. Direct reports of suspicious security or adverse privacy related events to the component’s Information Systems Security Officer (SSPO), CDC helpdesk, or to the CDC Security Incident Response Team (CSIRT). The CDC CSPO reports to the HHS Computer Security Incident Response Center (CSIRC), which reports incidents to US-CERT as appropriateDirect reports of suspicious security or adverse privacy related events to the component’s Information Systems Security Officer (ISSO), CDC helpdesk, or to the CDC Security Incident Response Team (CSIRT). The CDC CSPO reports to the HHS Computer Security Incident Response Center (CSIRC), which reports incidents to US-CERT as appropriate.


The information collected for the project will be maintained or stored locally under strict access controls limited to the local project leader/manager or his/her designate. 





Participation in the activities is mandated for medical providers serving miners as outlined in 30 CFR Part 60.15(d)(2). The data collection instrument itself is included in Attachment 4, with Attachment 3 being a request form for clinics which need to access the data collection form.


11. Institutional Review Board (IRB) and Justification for Sensitive Questions


IRB Approval


The proposed data collection was reviewed and found to be exempt by the NIOSH Human Research Protection Program (Attachment 5).


12. Estimates of Annualized Burden Hours and Costs


The burden hours are estimated based on limited pilot testing conducted internally using the survey instrument. In these pilot tests, the amount of time for instruction review, collection of mock information, and the survey completion was between 2-4 minutes. The median time of 3 minutes was used to estimate annual burden hours. Currently, the total number of clinics which will be using this system in the United States is unknown. However, the total number of employed miners in the metal/non-metal industry is known, with 255,702 employed in 2023. MSHA estimated in their regulatory documents that anywhere between 25% to 75% of metal/non-metal miners will participate in this program, leading to an annual average number of radiographs submitted to be 13,500. If we take the total number of clinics to be at least double the number of clinics offering NIOSH-approved radiography listed on NIOSH’s website (169), then at least 338 clinics will participate. CDC therefore requests OMB approval for an estimated 462 annual burden hours. There are no costs to respondents other than their time to participate.





Estimated Annualized Burden (Hours)


			Type of Respondents


			Form Name


			No. of Respondents


			No. of Responses per Respondent


			Average Burden per Response (in hours)


			Total Burden Hours





			Clinics and staff


			Request to Access X-ray Classification Submission


			338


			1


			1/60


			6





			Clinics and staff


			X-ray classification submission for metal and non-metal miners


			338


			40


			2/60


			451





			Total


			


			


			


			


			462











13. Estimates of Other Total Annual Cost Burden to Respondents or Record Keepers


There are no other costs to respondents or record keepers. There will be no direct cost to the respondents other than their time to participate in the data collection activity.


14. Annualized Cost to the Government


Exhibit A.14 presents the personnel costs of federal employees involved in program management, data collection, and analyses to the government. The annual cost is estimated at $4,234 annually.


Exhibit A.14. Annualized Cost to The Government 


			Expense Type


			Expense Explanation


			Annual Costs (dollars)





			Direct Costs to the Federal Government


			


			





			


			CDC Epidemiologist (GS-14, 0.03 FTE)


			$ 4,234





			


			TOTAL COST TO THE GOVERNMENT


			$4,234








15. Explanation for Program Changes or Adjustments


This is a new data/information collection.  


16. Plans for Tabulation and Publication and Project Time Schedule


Individual data collections under this generic approval will be conducted over time. This data collection is in response to mandated sharing of radiograph classifications from health providers serving metal/non-metal miners, and is therefore an ongoing data collection without a set end date. Data collected will be analyzed in the aggregate and shared with stakeholders through planned regular updates at least annually on the NIOSH website.


Exhibit A.16. Project Time Schedule 


			Activity


			Time Schedule





			Begin data collection


			0-2 weeks after OMB approval





			Regular monitoring/quality assurance of incoming data


			0-2 weeks after OMB approval





			Analyses


			2 months after OMB approval, then ongoing





			Product ready for dissemination to industry stakeholders


			6 months after OMB approval, then ongoing








17. Reason(s) Display of OMB Expiration Date is Inappropriate


The display of the OMB expiration date is not inappropriate.


18. Exceptions to Certification for Paperwork Reduction Act Submissions


There are no exceptions to the certification.
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From: Redcap (CDC) <redcap@cdc.gov>

Sent: Tuesday, March 17, 2026 9:45 AM

To: McMichael, Kelsey (CDC/NIOSH/OD/ODDM) <wwk5@cdc.gov>

Cc: Fisher, Nicole (CDC/NIOSH/OD/ODDM) <oxm?7@cdc.gov>; Hall, Noemi (CDC/NIOSH/RHD/SB) <lyo3@cdc.gov>; Brahmnalkar, Avanti (CDC/NIOSH/OD/ODDM)
<pfe8@cdc.gov>; Dobey, Xavier (CDC/NIOSH/OD/ODDM) <xxm9@cdc.gov>; Weissman, David (CDC/NIOSH/RHD/OD) <dgw4@cdc.gov>

Subject: RE: critical need to complete Privacy Act Determination in support of OMB Clearance for REDCap Data collection from providers for metal/non-metal miners’ x-ray
classifications

Hi Kelsey,

REDCap should be an acceptable platform. Note if you are collecting Pll you must use the REDCap SAMS Environment which requires all data entry to be completed
by users who have a valid REDCap account. If you are not collecting Pll you may use the Anonymous environment which allows participants to complete surveys
without a REDCap login.

Also note REDCap is not intended for long-term storage. If there is no activity in your project for 12 months you will be required to archive your data to another
system.

Thanks,

CDC REDCap Team | CDC/OID/NCEZID | redcap@cdc.gov | Access REDCap!
Helpful Links: Resource Center | Request a Project | Support Request | Add New User

From: McMichael, Kelsey (CDC/NIOSH/OD/ODDM) <wwk5@cdc.gov>
Sent: Thursday, March 12, 2026 2:51 PM

To: Redcap (CDC) <redcap@cdc.gov>

Cc: Fisher, Nicole (CDC/NIOSH/OD/ODDM) <oxm7@cdc.gov>; Hall, Noemi (CDC/NIOSH/RHD/SB) <lyo3 @cdc.gov>; Brahmnalkar, Avanti (CDC/NIOSH/OD/ODDM)
<pfe8@cdc.gov>; Dobey, Xavier (CDC/NIOSH/OD/ODDM) <xxm9@cdc.gov>; Weissman, David (CDC/NIOSH/RHD/OD) <dgw4 @cdc.gov>

Subject: RE: critical need to complete Privacy Act Determination in support of OMB Clearance for REDCap Data collection from providers for metal/non-metal miners’ x-ray
classifications

RedCAP Team,

Please see the email trail below. RHD would like to use RedCAP to collect and store data. Can you confirm if this is permissible and/or feasible? Are there

any concerns we should be aware of?

Thanks for your assistance.
All the best,

Kelsey McMichael

Systems Security & Privacy Officer

Centers for Disease Control and Prevention (CDC)
Department of Health and Human Services (HHS)

From: McMichael, Kelsey (CDC/NIOSH/OD/ODDM)

Sent: Thursday, March 12, 2026 2:37 PM

To: Hall, Noemi (CDC/NIOSH/RHD/SB) <lyo3@cdc.gov>

Cc: Fisher, Nicole (CDC/NIOSH/OD/ODDM) <oxm7@cdc.gov>; Brahmnalkar, Avanti (CDC/NIOSH/OD/ODDM) <pfe8@cdc.gov>; Dobey, Xavier (CDC/NIOSH/OD/ODDM)

<xxm9@cdc.gov>; Weissman, David (CDC/NIOSH/RHD/OD) <dqw4@cdc.gov>
Subject: RE: critical need to complete Privacy Act Determination in support of OMB Clearance for REDCap Data collection from providers for metal/non-metal miners’ x-ray
classifications

This is helpful. Yes, the RedCAP PIA was provided. Typically, the data is not stored or analyzed within RedCAP. | reached out to the SSPO with NCEZID to
understand any limitations around using for storage. | will keep you posted.

All the best,

Kelsey McMichael

Systems Security & Privacy Officer

Centers for Disease Control and Prevention (CDC)
Department of Health and Human Services (HHS)

From: Hall, Noemi (CDC/NIOSH/RHD/SB) <lyo3@cdc.gov>

Sent: Thursday, March 12, 2026 2:33 PM

To: McMichael, Kelsey (CDC/NIOSH/OD/ODDM) <wwk5@cdc.gov>

Cc: Fisher, Nicole (CDC/NIOSH/OD/ODDM) <oxm?7@cdc.gov>; Brahmnalkar, Avanti (CDC/NIOSH/OD/ODDM) <pfe8@cdc.gov>; Dobey, Xavier (CDC/NIOSH/OD/ODDM)
<xxm9@cdc.gov>; Weissman, David (CDC/NIOSH/RHD/OD) <daw4 @cdc.gov>

Subject: RE: critical need to complete Privacy Act Determination in support of OMB Clearance for REDCap Data collection from providers for metal/non-metal miners’ x-ray
classifications
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HiKelsey,

I will definitely follow up with you about the system that will be used to store the data. Initially, | had planned to just keep the data housed within RedCAP, as we
don’t anticipate needing a massive amount of space for data storage.

As for the PIA, | thought you had already received the RedCAP PIA, or at least reached out to NCEZID for it? | attached that email here, which you sent last week.
Would you like me to separately request the RedCAP PIA from NCEZID?

Thank you!
-Noemi

From: McMichael, Kelsey (CDC/NIOSH/OD/ODDM) <wwk5@cdc.gov>

Sent: Thursday, March 12, 2026 1:59 PM

To: Hall, Noemi (CDC/NIOSH/RHD/SB) <lyo3@cdc.gov>

Cc: Fisher, Nicole (CDC/NIOSH/OD/ODDM) <oxm?7@cdc.gov>; Brahmnalkar, Avanti (CDC/NIOSH/OD/ODDM) <pfe8@cdc.gov>; Dobey, Xavier (CDC/NIOSH/OD/ODDM)
<xxm9@cdc.gov>; Weissman, David (CDC/NIOSH/RHD/OD) <daw4@cdc.gov>

Subject: RE: critical need to complete Privacy Act Determination in support of OMB Clearance for REDCap Data collection from providers for metal/non-metal miners’ x-ray
classifications

Hi Noemi,
| am just waiting on which system will be utilized to store the data? As a reminder, a PIA is also required for the system where the data will be stored.

What system will RHD be utilizing? Utilizing CDC Enterprise system (e.g., EDAV) is preferred — as the ATO and PIA can be inherited. Otherwise, a full ATO
will be required (which is costly and lengthy process).

If assistance is needed, OCIO helpdesk is available to discuss options: OCIO and Modernization | OCIO

All the best,

Kelsey McMichael

Systems Security & Privacy Officer

Centers for Disease Control and Prevention (CDC)
Department of Health and Human Services (HHS)

From: Hall, Noemi (CDC/NIOSH/RHD/SB) <lyo3@cdc.gov>

Sent: Thursday, March 12, 2026 11:59 AM

To: McMichael, Kelsey (CDC/NIOSH/OD/ODDM) <wwk5@cdc.gov>

Cc: Fisher, Nicole (CDC/NIOSH/OD/ODDM) <oxm7@cdc.gov>; Brahmnalkar, Avanti (CDC/NIOSH/OD/ODDM) <pfe8@cdc.gov>; Dobey, Xavier (CDC/NIOSH/OD/ODDM)
<xxm9@cdc.gov>; Weissman, David (CDC/NIOSH/RHD/OD) <dgw4 @cdc.gov>

Subject: RE: critical need to complete Privacy Act Determination in support of OMB Clearance for REDCap Data collection from providers for metal/non-metal miners’ x-ray
classifications

Hello Kelsey!

| am just checking in with you, as | haven’t heard back from you about this package. I’ve re-attached all the files, so Please do let me know if there is something else
you need from me. | believe | have attached all the needed documentation, but if there is any new form that needs to be completed, please let me know.

| look forward to your response.

Thank you!
-Noemi

From: Hall, Noemi (CDC/NIOSH/RHD/SB)

Sent: Friday, March 6, 2026 8:56 AM

To: McMichael, Kelsey (CDC/NIOSH/OD/ODDM) <wwk5@cdc.gov>

Cc: Fisher, Nicole (CDC/NIOSH/OD/ODDM) <oxm7@cdc.gov>; Brahmnalkar, Avanti (CDC/NIOSH/OD/ODDM) <pfe8@cdc.gov>; Dobey, Xavier (CDC/NIOSH/OD/ODDM)
<xxm9@cdc.gov>; Weissman, David (CDC/NIOSH/RHD/OD) <daw4@cdc.gov>

Subject: RE: critical need to complete Privacy Act Determination in support of OMB Clearance for REDCap Data collection from providers for metal/non-metal miners’ x-ray
classifications

Hello Kelsey,

Thank you so much for making it possible to expedite this review from this point forward. | have attached here all the documents | originally shared with the
contractor.

| have attached the following documents for this package:
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-SSA and SSB

-30-day FRN (template and request worksheet attached)

-IRB determination (screenshot of STARS determination)

-All attachments referenced in the SSA (separate attachments)
-Part 1 form

-Part 2 form

Thank you!
-Noemi

From: McMichael, Kelsey (CDC/NIOSH/OD/ODDM) <wwk5@cdc.gov>

Sent: Thursday, March 5, 2026 3:43 PM

To: Weissman, David (CDC/NIOSH/RHD/OD) <dgw4@cdc.gov>

Cc: Fisher, Nicole (CDC/NIOSH/OD/ODDM) <oxm7@cdc.gov>; Hall, Noemi (CDC/NIOSH/RHD/SB) <lyo3@cdc.gov>; Brahmnalkar, Avanti (CDC/NIOSH/OD/ODDM)
<pfe8@cdc.gov>; Dobey, Xavier (CDC/NIOSH/OD/ODDM) <xxm9@cdc.gov>

Subject: RE: critical need to complete Privacy Act Determination in support of OMB Clearance for REDCap Data collection from providers for metal/non-metal miners’ x-ray
classifications

Attached is the RedCAP PIA.

All the best,

Kelsey McMichael

Systems Security & Privacy Officer

Centers for Disease Control and Prevention (CDC)
Department of Health and Human Services (HHS)

From: McMichael, Kelsey (CDC/NIOSH/OD/ODDM)

Sent: Thursday, March 5, 2026 3:00 PM

To: Weissman, David (CDC/NIOSH/RHD/OD) <dqw4@cdc.gov>

Cc: Fisher, Nicole (CDC/NIOSH/OD/ODDM) <oxm7@cdc.gov>; Hall, Noemi (CDC/NIOSH/RHD/SB) <lyo3@cdc.gov>; Brahmnalkar, Avanti (CDC/NIOSH/OD/ODDM)
<pfe8@cdc.gov>; Dobey, Xavier (CDC/NIOSH/OD/ODDM) <xxm9@cdc.gov>

Subject: RE: critical need to complete Privacy Act Determination in support of OMB Clearance for REDCap Data collection from providers for metal/non-metal miners’ x-ray
classifications

Hi David,

It’s great to hear from you! Noemi - | apologize this got lost in the shuffle. It’s been chaos since returning (between catching up and losing CTRs and Feds).
Nicole is unexpectedly out of the office for a duration — so we have been struggling without her.

I do not know where this request was in the process (I know this is probably frustrating). However, if the documents can be provided - | will expedite this
request.

A PIAwill be needed for RedCAP and for where the data will be stored (if applicable). Do you have the system identified where this will be stored (e.g.,
EDAV (Azure) - it is highly recommended to keep as much data in Azure as possible.

In the meantime, | will request a copy of the RedCAP PIA from the NCEZID SSPO to try and speed up the process while | await the documentation.

Here is what is needed and you can submit via this email (we don’t have another intake mechanism at this current time):
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All the best,

Kelsey McMichael

Systems Security & Privacy Officer

Centers for Disease Control and Prevention (CDC)
Department of Health and Human Services (HHS)

From: Weissman, David (CDC/NIOSH/RHD/OD) <daw4@cdc.gov>

Sent: Thursday, March 5, 2026 10:36 AM

To: McMichael, Kelsey (CDC/NIOSH/OD/ODDM) <wwk5@cdc.gov>

Cc: Fisher, Nicole (CDC/NIOSH/OD/ODDM) <oxm7@cdc.gov>; Hall, Noemi (CDC/NIOSH/RHD/SB) <lyo3@cdc.gov>

Subject: critical need to complete Privacy Act Determination in support of OMB Clearance for REDCap Data collection from providers for metal/non-metal miners’ x-ray
classifications

HiKelsey,
Welcome back! | hope you survived the craziness of the past year and are doing OK.

I am following up on this Privacy Act Determination. Itis very important that this be completed soon. It provides a way for NIOSH to collect information from medical
facilities via CDC’s REDCap system without identification of individuals about results of chest x-rays performed for surveillance as specified in the MSHA silica rule
for metal and nonmetal mines. That part of the rule was supposed to be implemented in just a few weeks in April. We are already getting calls from mines and
clinics about how they can comply. Not having a way to receive this information will likely become part of litigation against health surveillance under the silica rule
and receive Congressional attention that will be a reputational risk for NIOSH.

Normally | would just let the process play out, but this has been in process for months and it is now an urgent need to complete the determination.
Thank you for any help you can provide.

Best regards,

David

From: Hall, Noemi (CDC/NIOSH/RHD/SB) <lyo3@cdc.gov>

Sent: Tuesday, March 3, 2026 10:42 AM

To: McMichael, Kelsey (CDC/NIOSH/OD/ODDM) <wwk5@cdc.gov>

Cc: Fisher, Nicole (CDC/NIOSH/OD/ODDM) <oxm7@cdc.gov>
Subject: RE: OMB Clearance for REDCap Data collection from providers for metal/non-metal miners’ x-ray classifications
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Hello All!

Just checking in—is there any action | need to take at this point? | haven’t received any communication since my message last Tuesday.

Thanks,
-Noemi

From: Hall, Noemi (CDC/NIOSH/RHD/SB)

Sent: Tuesday, February 24, 2026 2:01 PM

To: McMichael, Kelsey (CDC/NIOSH/OD/ODDM) <wwk5@cdc.gov>

Cc: Fisher, Nicole (CDC/NIOSH/OD/ODDM) <oxm7@cdc.gov>; CDC NIOSH DSIO COMPLIANCE <NIOSHDSIOCompliance@cdc.gov>; Dobey, Xavier (CDC/NIOSH/OD/ODDM)
<xxm9@cdc.gov>

Subject: RE: OMB Clearance for REDCap Data collection from providers for metal/non-metal miners’ x-ray classifications

Hello! | realize that both Kelsey and Nicole are out today, but | just wanted to ping someone and make sure that my request hasn’t been lost in the shuffle.
1 did originally send in the required paperwork on December 11, 2025. Please let me know if | need to resubmit any paperwork, or if there is anything else |
can do to help this process along.

Thank you!
-Noemi

Noemi Borsay Hall, PhD
Epidemiologist

Surveillance Branch

Respiratory Health Division

National Institute for Occupational Safety and Health (NIOSH)
Centers for Disease Control and Prevention (CDC)
1000 Frederick Lane

Morgantown, WV 26508

Office Phone: (304) 285-5752

Cell Phone: (412) 518-7698

Email: nhall@cdc.gov

From: McMichael, Kelsey (CDC/NIOSH/OD/ODDM) <wwk5@cdc.gov>

Sent: Wednesday, February 18, 2026 9:09 AM

To: Hall, Noemi (CDC/NIOSH/RHD/SB) <lyo3 @cdc.gov>

Cc: Fisher, Nicole (CDC/NIOSH/OD/ODDM) <oxm7@cdc.gov>

Subject: RE: OMB Clearance for REDCap Data collection from providers for metal/non-metal miners’ x-ray classifications

+Nicole
All the best,
Kelsey McMichael
Systems Security & Privacy Officer

Centers for Disease Control and Prevention (CDC)
Department of Health and Human Services (HHS)

From: Hall, Noemi (CDC/NIOSH/RHD/SB) <lyo3@cdc.gov>

Sent: Tuesday, February 17, 2026 2:55 PM

To: McMichael, Kelsey (CDC/NIOSH/OD/ODDM) <wwk5@cdc.gov>

Subject: FW: OMB Clearance for REDCap Data collection from providers for metal/non-metal miners’ x-ray classifications

Hello Kelsey,

| had previously been helped by Guss Hasbani, who | understand is no longer working for NIOSH. Is there any update on the PAD clearance for my project?

Thank you!
-Noemi

From: Hasbani, Ghassan (CDC/NIOSH/OD/ODDM) (CTR) <gfg8@cdc.gov>

Sent: Thursday, January 29, 2026 9:17 AM

To: Hall, Noemi (CDC/NIOSH/RHD/SB) <lyo3@cdc.gov>

Cc: Vu, Trang (CDC/NIOSH/OD/ODDM) <ohi3@cdc.gov>; Fisher, Nicole (CDC/NIOSH/OD/ODDM) <oxm7@cdc.gov>
Subject: RE: OMB Clearance for REDCap Data collection from providers for metal/non-metal miners’ x-ray classifications

Hi Noemi,
Your OMB clearance request was forwarded to the compliance team as part of the contractor’s support transition.
Tomorrow is my last day, and the FTE compliance (cc’ed) team is taking over any pending tasks.
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It’s been a pleasure supporting you and hope to be able to do it again.
Thank you

Guss Hasbani

Consultant

Maximus

Information Technology and Informatics Services Office
National Institute for Occupational Safety and Health (NIOSH)
Centers for Disease Control and Prevention (CDC)
Gfg8@cdc.gov_| Mobile 412-398-9200

From: Hall, Noemi (CDC/NIOSH/RHD/SB) <lyo3@cdc.gov>

Sent: Wednesday, January 28, 2026 7:44 AM

To: Hasbani, Ghassan (CDC/NIOSH/OD/ODDM) (CTR) <gfg8@cdc.gov>

Cc: Hill, Michael (CDC/NIOSH/OD/ODDM) (CTR) <rfz4@cdc.gov>

Subject: RE: OMB Clearance for REDCap Data collection from providers for metal/non-metal miners’ x-ray classifications

Hi all! Just checking to see where this currently stands? | know we had a meeting to clear some things up, and | know that contracts may be ending soon (not to
mention the looming partial government shutdown), so | wanted to touch base on this. If this needs to be moved forward to another contact within your office,
please let me know who else | should reach out to for updates!

Thank you,
-Noemi

From: Hasbani, Ghassan (CDC/NIOSH/OD/ODDM) (CTR) <gfg8@cdc.gov>

Sent: Thursday, January 8, 2026 10:58 AM

To: Hall, Noemi (CDC/NIOSH/RHD/SB) <lyo3 @cdc.gov>

Cc: Hill, Michael (CDC/NIOSH/OD/ODDM) (CTR) <rfz4@cdc.gov>

Subject: RE: OMB Clearance for REDCap Data collection from providers for metal/non-metal miners’ x-ray classifications

Hi Noemi,

Forgive me as my memory is a little bit hazy. Have you had a chance to reach out to the World Trade Center to see if the program would be able to
accommodate your request?

No worries if not.

In order to pursuit the request independently, You’ll need to complete the attached Privacy Impact Assessment form. Off course | can assist if need be.
Let me know when you have few minutes and I’ll be more than happy to jump on a call and explain.

Thank you

Guss Hasbani

Consultant

Maximus

Information Technology and Informatics Services Office
National Institute for Occupational Safety and Health (NIOSH)
Centers for Disease Control and Prevention (CDC)
Gfg8@cdc.gov_| Mobile 412-398-9200

From: Hall, Noemi (CDC/NIOSH/RHD/SB) <lyo3@cdc.gov>

Sent: Thursday, January 8, 2026 8:25 AM

To: Hasbani, Ghassan (CDC/NIOSH/OD/ODDM) (CTR) <gfg8@cdc.gov>

Cc: Hill, Michael (CDC/NIOSH/OD/ODDM) (CTR) <rfz4@cdc.gov>

Subject: RE: OMB Clearance for REDCap Data collection from providers for metal/non-metal miners’ x-ray classifications

Hello!
Just checking in to see where we are in the process and what the expected timeline is for moving forward. Please let me know if there’s anything | can do at this time.

Thank you!
-Noemi

From: Hasbani, Ghassan (CDC/NIOSH/OD/ODDM) (CTR) <gfg8@cdc.gov>

Sent: Thursday, December 11, 2025 11:08 AM

To: Hall, Noemi (CDC/NIOSH/RHD/SB) <lyo3@cdc.gov>

Cc: Hill, Michael (CDC/NIOSH/OD/ODDM) (CTR) <rfz4@cdc.gov>

Subject: RE: OMB Clearance for REDCap Data collection from providers for metal/non-metal miners’ x-ray classifications

Thank you Noemi,
Michael and | will review and get back to you for next step.
Thank you

Guss Hasbani

Consultant

Maximus

Information Technology and Informatics Services Office
National Institute for Occupational Safety and Health (NIOSH)
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Centers for Disease Control and Prevention (CDC)
Gfg8@cdc.gov.| Mobile 412-398-9200

From: Hall, Noemi (CDC/NIOSH/RHD/SB) <lyo3@cdc.gov>

Sent: Thursday, December 11, 2025 8:49 AM

To: Hasbani, Ghassan (CDC/NIOSH/OD/ODDM) (CTR) <gfg8@cdc.gov>

Subject: RE: OMB Clearance for REDCap Data collection from providers for metal/non-metal miners’ x-ray classifications

Hello Guss,
| have attached the following documents for this package:

-SSA and SSB

-30day FRN (template and request worksheet attached)

-IRB determination (screenshot of STARS determination)

-All attachments referenced in the SSA (separate attachments)
-Part 1 form

-Part 2 form

Please let me know if there is anything else needed from me to start the PAD review.

Thank you!
-Noemi

Noemi Borsay Hall, PhD
Epidemiologist

Surveillance Branch

Respiratory Health Division

National Institute for Occupational Safety and Health (NIOSH)
Centers for Disease Control and Prevention (CDC)
1000 Frederick Lane

Morgantown, WV 26508

Office Phone: (304) 285-5752

Cell Phone: (412) 518-7698

Email: nhall@cdc.gov

From: Hasbani, Ghassan (CDC/NIOSH/OD/ODDM) (CTR) <gfg8@cdc.gov>

Sent: Monday, December 1, 2025 11:31 AM

To: Hall, Noemi (CDC/NIOSH/RHD/SB) <lyo3@cdc.gov>

Subject: RE: OMB Clearance for REDCap Data collection from providers for metal/non-metal miners’ x-ray classifications

Noemi,
Under the link below you’ll found both Statement A and B.
Search Results — CDC Connects

Let me know if you need anything else.

Guss Hasbani

Consultant

Maximus

Information Technology and Informatics Services Office
National Institute for Occupational Safety and Health (NIOSH)
Centers for Disease Control and Prevention (CDC)
Gfg8@cdc.gov_| Mobile 412-398-9200

From: Hall, Noemi (CDC/NIOSH/RHD/SB) <lyo3@cdc.gov>

Sent: Monday, December 1, 2025 10:07 AM

To: Hasbani, Ghassan (CDC/NIOSH/OD/ODDM) (CTR) <gfg8@cdc.gov>

Subject: RE: OMB Clearance for REDCap Data collection from providers for metal/non-metal miners’ x-ray classifications

Hello!  wanted to follow up and let you know that | don’t have blank templates for Statement A and Statement B. Are you able to send me those, or point me in the
right direction of where | might locate those?

Thank you!
-Noemi

From: Hall, Noemi (CDC/NIOSH/RHD/SB)

Sent: Friday, November 14, 2025 8:55 AM

To: Hasbani, Ghassan (CDC/NIOSH/OD/ODDM) (CTR) <gfg8@cdc.gov>

Subject: RE: OMB Clearance for REDCap Data collection from providers for metal/non-metal miners’ x-ray classifications
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Hi Guss,

Thank you so much! What you’ve provided is helpful, and | believe | have received the forms for Statement A and B before, | will search back through my files and
confirm that. That definitely gives me a starting point!
-Noemi

From: Hasbani, Ghassan (CDC/NIOSH/OD/ODDM) (CTR) <gfg8@cdc.gov>

Sent: Friday, November 14, 2025 8:28 AM

To: Hall, Noemi (CDC/NIOSH/RHD/SB) <lyo3 @cdc.gov>

Subject: RE: OMB Clearance for REDCap Data collection from providers for metal/non-metal miners’ x-ray classifications

Hi Noemi,

Please See my reply in your email below in Blue

However, | did not respond to all your questions as | need to check with compliance as the checklist is new to me.
I’ll setup a time to connect early next week as soon as | have more clarity from compliance.

More to come....

Thank you

Guss Hasbani

Consultant

Maximus

Information Technology and Informatics Services Office
National Institute for Occupational Safety and Health (NIOSH)
Centers for Disease Control and Prevention (CDC)
Gfg8@cdc.gov._| Mobile 412-398-9200

From: Hall, Noemi (CDC/NIOSH/RHD/SB) <lyo3@cdc.gov>

Sent: Thursday, November 13, 2025 1:56 PM

To: Hasbani, Ghassan (CDC/NIOSH/OD/ODDM) (CTR) <gfg8@cdc.gov>

Subject: FW: OMB Clearance for REDCap Data collection from providers for metal/non-metal miners’ x-ray classifications

Hello Ghassan,

| do have multiple questions. First of all, could you please define these acronyms that were in the email: TSM, SSPO, CSPO.
TSM: Technical Service Manager (That is me Guss)

SSPO: System Security and Privacy Officer

CSPO: Cybersecurity Program Office

| did review the attached image of the checklist. However, | will need further clarification.

Here is how | interpret the checklist “instructions.” | imagine that | will need to address the items on the checklist by writing a standalone document in Word that will
include each of the following:
This checklist is new to me also, | suspect you’ll need to include the response in a separate document. I’ll confirm and get back to you.
® Describe how Pll is used to support the system
® State whether or not Pll is used to find a record
® State whether Pll is shared or disclosed with other organizations and why
Is there more information available about the “four aspects” listed, and what is expected that | write for each of these? Integrity, Availability, Accuracy, and
Relevancy
Is there more information available about the “three categories”? Categories of what—burdens, needs, tasks/roles, accountability? Administrative, Technical,
Physical
The above items should be documented in the required artifact mainly Statement A and/or B. Do you have those documents?

If | have misinterpreted the instructions, and there is an actual form to complete, please do share that with me. If | am correct and | just have to write a document
addressing each of the items, would it be possible to share with me an example of how others have written and formatted this document? If not, that’s fine, | just
don’t want to write something overly detailed when a brief one-pager would suffice.

Since this is form is also new to me _This is the first time | see it- I’'m checking with compliance to see if they do have examples and clarification regarding the “four
aspects” and “three categories” were addressed.

Previously most of the information requested would be found in the artifacts.

| look forward to hearing back from you, and | would be happy to schedule a meeting to discuss this with you soon. FYI: | have attached a few earlier supporting
documents for context.

-Noemi

Noemi Borsay Hall, PhD

Epidemiologist

Surveillance Branch

Respiratory Health Division

National Institute for Occupational Safety and Health (NIOSH)
Centers for Disease Control and Prevention (CDC)

1000 Frederick Lane

Morgantown, WV 26508

Office Phone: (304) 285-5752



mailto:gfg8@cdc.gov

mailto:lyo3@cdc.gov

mailto:Gfg8@cdc.gov

mailto:lyo3@cdc.gov

mailto:gfg8@cdc.gov



Cell Phone: (412) 518-7698
Email: nhall@cdc.gov

From: Hill, Michael (CDC/NIOSH/OD/ODDM) (CTR) <rfz4@cdc.gov>

Sent: Thursday, November 13, 2025 2:18 PM

To: Hall, Noemi (CDC/NIOSH/RHD/SB) <lyo3@cdc.gov>

Cc: Payne, Chuck (CDC/NIOSH/OD) <ovh7@cdc.gov>; Hasbani, Ghassan (CDC/NIOSH/OD/ODDM) (CTR) <gfg8@cdc.gov>; Johnson, Jeremiah (CDC/NIOSH/OD/ODDM) (CTR)
<tul0@cdc.gov>; Richardson, Amanda (CDC/NIOSH/OD/ODDM) (CTR) <thv@cdc.gov>

Subject: FW: OMB Clearance for REDCap Data collection from providers for metal/non-metal miners’ x-ray classifications

Hello Noemi,

The Privacy Act Determination (PAD) process involves several key steps.

Please refer to the attached PAD Checklist and follow the outlined instructions.

Your TSM, Ghassan Hasbani, will assist you in completing the checklist.

Once completed, the Compliance Team will review and approve the PAD, then forward it to the SSPO for approval, followed by CSPO approval.
If you have any questions or need further clarification, feel free to reach out.

Thank You!

Michael M. Hill

Information System Security Manager (ISSM)
AlphaSix Corporation

Information Technology and Informatics Services Office
National Institute for Occupational Safety and Health
Centers for Disease Control and Prevention
rfzA@cdc.gov | Cell: 314-560-0503

From: Hall, Noemi (CDC/NIOSH/RHD/SB) <lyo3@cdc.gov>

Sent: Thursday, November 13, 2025 12:30 PM

To: Payne, Chuck (CDC/NIOSH/OD) <ovh7@cdc.gov>

Subject: RE: OMB Clearance for REDCap Data collection from providers for metal/non-metal miners’ x-ray classifications

Hello! Just following up on this. If you aren’t the right person to reach out to on this issue, please do forward this to whoever may be able to help me out.

Thank you,
-Noemi

From: Hall, Noemi (CDC/NIOSH/RHD/SB)

Sent: Tuesday, September 30, 2025 8:53 AM

To: Payne, Chuck (CDC/NIOSH/OD) <ovh7@cdc.gov>

Subject: FW: OMB Clearance for REDCap Data collection from providers for metal/non-metal miners’ x-ray classifications

Hello,

| received a message that Ares was out of the office, and since it didn’t specify a return date, | thought | would keep this process moving and contact the next
possible person listed. All | am trying to do is understand what | need to do to get a Privacy Act determination for this new data collection process, detailed in my
original email below.

Thank you!
-Noemi

From: Hall, Noemi (CDC/NIOSH/RHD/SB)

Sent: Thursday, September 25, 2025 1:30 PM

To: Li, Jianfeng (Ares) (CDC/NIOSH/OD/ODDM) <yys9@cdc.gov>

Subject: FW: OMB Clearance for REDCap Data collection from providers for metal/non-metal miners’ x-ray classifications

| received a response that Jim is unfortunately on admin leave due to a RIF. Please see my email below.

Thank you!
-Noemi

From: Hall, Noemi (CDC/NIOSH/RHD/SB)

Sent: Thursday, September 25, 2025 11:40 AM

To: Yohn, James (Jim) (CDC/NIOSH/OD/ODDM) <jfy4@cdc.gov>

Subject: FW: OMB Clearance for REDCap Data collection from providers for metal/non-metal miners’ x-ray classifications
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Hello,
| am working towards submitting everything needed for a 30-day FRN, and that includes a Privacy Act determination.

The description of this project, X-Ray Classification Collection for Metal and Nonmetal Miners, is as follows:

NIOSH’s Respiratory Health Division, Surveillance Branch is leading the effort to collect non-identifiable data from medical providers for miners working in
the metal/non-metal sector, specifically focusing on the summary of x-ray findings. This effort aims to support public health surveillance and improve health
outcomes by aggregating radiographic classifications for miners’ chest radiographs, by state and commodity, without compromising patient privacy. Medical
providers or their representatives are expected to submit x-ray findings in the form of just three questions: first, whether there is presence of
pneumoconiosis, and if so, asking for the category of large opacity and the category of small opacity profusion, defined within the International Labour Office
classifications. The collected data will be entirely de-identified, ensuring that no personally identifiable information (PIl) is included. To facilitate secure and
efficient data submission, NIOSH is utilizing Research Electronic Data Capture (REDCap), a secure web-based platform widely used within CDC and NIOSH.
REDCap offers a robust environment for data management, ensuring that information is encrypted and securely stored, complying with strict security and
privacy regulations. This platform also allows providers to seamlessly input findings in a structured manner, enabling effective data aggregation and analysis.
NIOSH has prioritized confidentiality and aims to collect only essential data that can inform broader public health response without infringing on individual
privacy. This initiative exemplifies a balanced approach to leveraging clinical data while adhering to stringent ethical and legal standards.

This project is in response to recent MSHA regulatory action, Respirable Crystalline Silica 30 CER Part 60, prompting NIOSH to establish a reporting system,
in order to collect chest x-ray classifications of metal and non-metal miners information from providers. The language from the final rule is as follows:
Section 60.15 requires MNM mine operators to ensure that the results of medical examinations or tests will be provided from the PLHCP or specialist within
30 days of the medical examination to the miner, and at the request of the miner, to the miner's designated physician or another designee identified by the

miner. MNM mine operators also must ensure that within 30 days of the medical examination, the PLHCP or specialist provides the results of chest X-ray

classifications to NIOSH, once NIOSH establishes a reporting system [§ 60.15(d)(2)]. The objective of this study is to collect de-identified x-ray data from
medical providers to monitor and analyze the prevalence and severity of pneumoconiosis among metal and non-metal miners.

I’'ve also attached the wording of the collection tools as Word docs, though this is data to be collected through REDCap.
Can you provide any guidance for obtaining a Privacy Act Determination? What other documents/information do | need to be able to move forward?
| look forward to discussing this with you, please let me know if | need to set up a Teams meeting to discuss.

Thank you!
-Noemi

Noemi Borsay Hall, PhD
Epidemiologist

Surveillance Branch

Respiratory Health Division

National Institute for Occupational Safety and Health (NIOSH)
Centers for Disease Control and Prevention (CDC)
1000 Frederick Lane

Morgantown, WV 26508

Office Phone: (304) 285-5752

Cell Phone: (412) 518-7698

Email: nhall@cdc.gov

From: NIOSH OMB CLEARANCE (CDC) <nioshombclearance@cdc.gov>

Sent: Monday, September 15, 2025 12:08 PM

To: Hall, Noemi (CDC/NIOSH/RHD/SB) <lyo3@cdc.gov>

Subject: RE: OMB Clearance for REDCap Data collection from providers for metal/non-metal miners’ x-ray classifications

Hi Noemi,

I’'m still on admin leave but will help as much as | can. Now that the 60-day FRN has expired, you can submit the final package once it’s ready. A complete

package will include:

-SSA and SSB (final version)

-30day FRN (template and request worksheet attached)

-IRB determination

-All attachments referenced in the SSA (separate attachments)

-Part 1 form (see attached form)

-Part 2 forms (see attached form. Please complete a separate form for each data collection instrument)
-Privacy Act determination (please contact Jim Yohn for assistance)

If you have any questions, please let me know.

Thanks,
Tami

From: Hall, Noemi (CDC/NIOSH/RHD/SB) <lyo3@cdc.gov>
Sent: Wednesday, September 10, 2025 9:58 AM
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To: Hickner, Hadley (CDC/NIOSH/OD/ODDM) <xxm5@cdc.gov>
Cc: NIOSH OMB CLEARANCE (CDC) <nioshombclearance@cdc.gov>
Subject: OMB Clearance for REDCap Data collection from providers for metal/non-metal miners’ x-ray classifications

Hello Hadley,

As our previous 60-day FRN for a New ICR has recently closed, | would like to understand how, if at all, this process has changed as we move forward to the next
step, which would be the submission of the final package. | have attached previous communication about this for context.

| have not done this before, and the last time | discussed this process was in January with Emily Fitzgerald, who is now on administrative leave, and | imagine that
much has changed in the interim.

Please let me know how we can move this forward, as implementation of the MSHA Silica Rule for Metal/Non-metal mines is set to occur in April 2026, and we would
like to be able to go live with our data collection at that point.

| look forward to discussing this with you, or whoever else might be best poised to assist.

Thank you,
-Noemi

Noemi Borsay Hall, PhD
Epidemiologist

Surveillance Branch

Respiratory Health Division

National Institute for Occupational Safety and Health (NIOSH)
Centers for Disease Control and Prevention (CDC)
1000 Frederick Lane

Morgantown, WV 26508

Office Phone: (304) 285-5752

Cell Phone: (412) 518-7698

Email: nhall@cdc.gov
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Goals of the project: This study aims to gather de-identified x-ray findings from medical providers to
monitor respiratory health among miners in the metal/non-metal mining industry, focusing on the
presence and severity of pneumoconiosis. Data will be submitted securely through REDCap, ensuring
encryption and compliance with privacy standards, though no PII will be collected.

Intended use of the resulting data: If a cluster of pneumoconiosis is observed/reported within a
given geographical area, then the appropriate state or local public health authority would be alerted for
their further investigation. This information will be able to be used to inform broader public health
response, to protect the health of workers, and can also help inform mine operators as they monitor the
effectiveness of dust control methods used in their mining operations.

Methods to be used to collect data: To facilitate secure and efficient data submission, NIOSH is
utilizing Research Electronic Data Capture (REDCap), a secure web-based platform widely used across
CDC and NIOSH. Providers will enter information for each metal or non-metal miner who receives a
chest x-ray classification from a NIOSH certified B-Reader into the REDCap survey. No PII will be
collected.

= The specific subpopulation to be studied: Metal and non-metal miners working in the United
States. According to the Mine Safety and Health Administration, as of 2023, there were
approximately 255,072 employees of metal and non-metal mines in the United States.

= How data will be analyzed: Data will be collected and processed using the REDCap environment
in aggregated reports, summarizing total reports received, number and proportion with evidence of
pneumoconiosis, by commodity. No personal identifiers will be included or used.











A. JUSTIFICATION

1. Circumstances Making the Collection of Information Necessary

This requested data collection is intended to collect de-identified x-ray findings from medical
providers to monitor respiratory health among miners in the metal/non-metal sectors, focusing on the
presence and severity of pneumoconiosis on chest radiograph. This data collection is intended to
continue indefinitely, with renewal as required every three years. In the Mine Safety and Health
Administration Regulation, Lowering Miners’ Exposure to Respirable Crystalline Silica and Improving
Respiratory Protection, 30 CFR Part 60.15 Medical surveillance for metal and nonmetal mines, states
that: “The mine operator shall ensure that, within 30 days of the medical examination, the PLHCP
(physician or other licensed health care provider) or specialist provides the results of chest X-ray
classifications to the National Institute for Occupational Safety and Health (NIOSH), once NIOSH
establishes a reporting system.” This reporting system is therefore being stood up by NIOSH to collect
the chest x-ray classifications from metal/non-metal miners across the United States. This data collection
is also supported by statutory language in the 1969 Federal Mine Safety and Health Act, [30 U.S.C. §
813(h)]: “In addition to such records as are specifically required by this Act, every operator of a coal or
other mine [emphasis added] shall establish and maintain such records, make such reports, and provide
such information, as the Secretary or the Secretary of Health and Human Services may reasonably
require from time to time to enable him to perform his functions under this Act. The Secretary or the
Secretary of Health and Human Services is authorized to compile, analyze, and publish, either in
summary or detailed form, such reports or information so obtained.”

NIOSH will cover any costs for the planned reporting system described below. NIOSH does not
anticipate substantial incremental cost for implementing this reporting system. Reporting will be
implemented via a simple online survey collecting de-identified information from providers of
respiratory health examinations as outlined in 30 CFR Part 60. The information collected will not
include personally identifiable information (PII) so that the identification of individual miners will not
be possible. Data elements to be collected include chest x-ray classification findings, state where miner
works, and mining commodity. CDC’s instance of Research Electronic Data Capture (REDCap)
software will be used for online data collection. The software can be used to collect de-identified data
online from external parties. This low-cost, efficient approach will allow us to monitor the number of
examinations performed, the number showing findings of pneumoconiosis, as well as findings by
commodity and geographic distribution. A limitation in not collecting PII is that it will not allow for
communication back to healthcare providers or miners about specific miners’ chest x-ray results.

Pneumoconiosis, a dust-induced interstitial lung disease, has been increasing among coal miners,
especially in central Appalachia, since the early 2000s. Both coal miners and metal/non-metal miners are
exposed to dusts, potentially including respirable crystalline silica, through their typical working
conditions. Pneumoconiosis includes silicosis and coal workers’ pneumoconiosis, commonly known as
black lung. Disease can progress to the most severe form, progressive massive fibrosis. Though there is
no cure, some patients with severe pneumoconiosis undergo lung transplants to extend their life. In the
United States, there have been 16 lung transplants performed due to coal workers’ pneumoconiosis and
16 lung transplants due to silicosis in 2023 alone.





NIOSH currently operates the Coal Workers” Health Surveillance Program (CWHSP) which
allows NIOSH to monitor pneumoconiosis trends among coal miners, and allows for early intervention
if disease is detected in coal miners. Data from the CWHSP shows that about 20% of long-tenured coal
miners (those with at least 25 years of coal mining tenure) have evidence of pneumoconiosis on chest
radiographs. However, no such system exists to monitor the respiratory health of metal/non-metal
miners. Recent research among former metal/non-metal miners seen at a clinic in Colorado showed that
58/223 (26%) had evidence of pneumoconiosis on chest radiograph. The proposed data collection aims
to provide an estimate for the prevalence of pneumoconiosis among working metal/non-metal miners
across the United States.

2. Purpose and Use of the Information Collection

The purpose of this information collection request is to collect chest radiograph classification
information from clinics serving metal/non-metal miners across the United States. This data will enable
NIOSH staff to monitor pneumoconiosis disease prevalence among metal/non-metal miners using the
aggregate data.

The data collection instrument will address the following topics:

e State or Territory where the miner worked
e Work information — commodity, type of mine
e Standardized radiograph classifications

To facilitate secure and efficient data submission, NIOSH is utilizing Research Electronic Data Capture
(REDCap), a secure web-based platform widely used across CDC and NIOSH. Providers will enter
information for each metal or non-metal miner who receives a chest x-ray classification from a NIOSH
certified B-Reader into the REDCap survey. No PII will be collected. This study aims to gather de-
identified x-ray findings from medical providers to monitor respiratory health among miners in the
metal/non-metal sectors, focusing on the presence and severity of pneumoconiosis. Using the
International Labour Office’s classification, providers will report whether pneumoconiosis is present
and, if so, report the opacity types. Data will be submitted securely through REDCap, ensuring
encryption and compliance with privacy standards, though no PII will be collected. The collected
information will support public health surveillance and inform interventions to improve miners' health
outcomes without compromising individual privacy. This project is in response to recent MSHA
regulatory action, prompting NIOSH to collect this information from providers.

3. Use of Improved Information Technology and Burden Reduction

All data will be collected using REDCap, a secure internet-based survey software system that is
approved for use by NIOSH. REDCap provides enterprise-grade security features including data
encryption, redundancy, continuous network monitoring, and Single Sign On (SSO).

The instrument software will use computer generated skip patterns to reduce the respondent’s overall
burden, so clinic staff filling out the forms only see questions that are relevant to them. For example, if a
given radiograph’s classification indicates that there is no evidence of pneumoconiosis, then no further





specific information about that radiograph and its classification will be asked. The estimated time to
complete the electronic survey is approximately 2 to 3 minutes.

4. Efforts to Identify Duplication and Use of Similar Information

This effort is not duplicative. NIOSH is the only federal entity that conducts research to improve
occupational safety and health. Within NIOSH, there are no other currently funded projects approved
addressing the presence of pneumoconiosis among metal/non-metal miners, and no similar information
has been gathered by or maintained by NIOSH or other Federal agencies, nor is the information
available from other known sources.

5. Impact on Small Businesses or Other Small Entities

Participation in this information collection does not impose an unreasonable burden to participating
clinics, which may be small businesses operating in rural locations, as mining is largely pursued in rural
areas. The average time burden for any clinic taking part will not exceed 2 to 3 minutes per each miner’s
radiograph. There is no cost associated with this data collection.

6. Consequences of Collecting the Information Less Frequently

As outlined in 30 CFR Part 60.15, metal and non-metal miners must be offered medical surveillance,
including chest radiographs, at entry to the workforce, within three years after the initial radiograph, and
then every 5 years afterwards throughout their careers in the industry. The classifications of these
radiographs must then be submitted to NIOSH, which is proposed to occur through this data collection
instrument, within 30 days post-radiograph. While the initial radiographs at entry and three years later
are mandatory, the remaining radiographs are voluntary. Once a radiograph is taken, the submission of
its classification to NIOSH is mandatory. Given this timeline, over the course of a miner’s 30-year
career, they may be expected to have as many as seven radiographs. As pneumoconiosis is a progressive
disease, spacing the radiographs out over time allows for early identification of disease and subsequent
intervention. If the radiographs and their subsequent radiographic classifications would be conducted
and collected less frequently, then the miners themselves would not receive timely interventions, and the
ability to identify increases in pneumoconiosis among these miners would also be lost. This information
is intended to help protect miners’ respiratory health and guide mine operators in monitoring the
effectiveness of dust controls.

7. Special Circumstances Relating to the Guidelines of S CFR 1320.5

There are no special circumstances with this information collection package. This request fully complies
with the regulation 5 CFR 1320.5.

8. Comments in Response to the Federal Register Notice and Efforts to Consult OQutside the
Agency

A. A Federal Register Notice was published for the generic information collection The Federal Register
notice was published for this collection on June 16, 2025, Vol. 90, No.114, pp. 25298 (Attachment 2).
No public comments were received.

B. No outside consultations occurred, as this data collection effort is in response to the Mine Safety and
Health Administration Regulation, Lowering Miners’ Exposure to Respirable Crystalline Silica and
Improving Respiratory Protection, 30 CFR Part 60.15 Medical surveillance for metal and nonmetal





mines. The survey was reviewed and discussed with internal NIOSH researchers with expertise in radiograph
classifications and pneumoconiosis.

9. Explanation of Any Payment or Gift to Respondents
Respondents will not receive any payments or gifts for completing either data collection.

10. Protection of the Privacy and Confidentiality of Information Provided by Respondents

System Security and Privacy Officer (SSPO) determined in conjunction with the CDC Privacy Office
that Privacy Act is not applicable. The activities do not involve the collection of individually identifiable
information.

Research Electronic Data Capture (REDcap) include the in-place technical, physical, or administrative
controls (safeguards).

Research Electronic Data Capture (REDcap) System Security Plan (SSP) defines the process for
handling security incidents. The system’s team and the Cybersecurity Program Office (CSPO) share the
responsibilities for event monitoring and incident response. Direct reports of suspicious security or
adverse privacy related events to the component’s Information Systems Security Officer (SSPO), CDC
helpdesk, or to the CDC Security Incident Response Team (CSIRT). The CDC CSPO reports to the
HHS Computer Security Incident Response Center (CSIRC), which reports incidents to US-CERT as
appropriate.

The information collected for the project will be maintained or stored locally under strict access controls
limited to the local project leader/manager or his/her designate.

Participation in the activities is mandated for medical providers serving miners as outlined in 30 CFR
Part 60.15(d)(2). The data collection instrument itself is included in Attachment 4, with Attachment 3
being a request form for clinics which need to access the data collection form.

11. Institutional Review Board (IRB) and Justification for Sensitive Questions

IRB Approval
The proposed data collection was reviewed and found to be exempt by the NIOSH Human Research
Protection Program (Attachment 5).

12. Estimates of Annualized Burden Hours and Costs

The burden hours are estimated based on limited pilot testing conducted internally using the survey
instrument. In these pilot tests, the amount of time for instruction review, collection of mock
information, and the survey completion was between 2-4 minutes. The median time of 3 minutes was
used to estimate annual burden hours. Currently, the total number of clinics which will be using this
system in the United States is unknown. However, the total number of employed miners in the
metal/non-metal industry is known, with 255,702 employed in 2023. MSHA estimated in their
regulatory documents that anywhere between 25% to 75% of metal/non-metal miners will participate in
this program, leading to an annual average number of radiographs submitted to be 13,500. If we take the
total number of clinics to be at least double the number of clinics offering NIOSH-approved radiography
listed on NIOSH’s website (169), then at least 338 clinics will participate. CDC therefore requests OMB





approval for an estimated 462 annual burden hours. There are no costs to respondents other than their
time to participate.

Estimated Annualized Burden (Hours)

Type of Form Name No. of No. of Average | Total
Respondents Respondents | Responses | Burden Burden
per per Hours
Respondent | Response
(in hours)
Clinics Request to 338 1 1/60 6
and staff | Access X-ray
Classification
Submission
Clinics X-ray 338 40 2/60 451
and staff | classification
submission for
metal and non-
metal miners
Total 462

13. Estimates of Other Total Annual Cost Burden to Respondents or Record Keepers

There are no other costs to respondents or record keepers. There will be no direct cost to the respondents

other than their time to participate in the data collection activity.

14. Annualized Cost to the Government

Exhibit A.14 presents the personnel costs of federal employees involved in program management, data
collection, and analyses to the government. The annual cost is estimated at $4,234 annually.

Exhibit A.14. Annualized Cost to The Government

Expense Type Expense Explanation Annual Costs
(dollars)
Direct Costs to the
Federal
Government
CDC Epidemiologist (GS-14, 0.03 FTE) $ 4,234
TOTAL COST TO THE GOVERNMENT $4,234






15. Explanation for Program Changes or Adjustments
This is a new data/information collection.
16. Plans for Tabulation and Publication and Project Time Schedule

Individual data collections under this generic approval will be conducted over time. This data collection
is in response to mandated sharing of radiograph classifications from health providers serving
metal/non-metal miners, and is therefore an ongoing data collection without a set end date. Data
collected will be analyzed in the aggregate and shared with stakeholders through planned regular
updates at least annually on the NIOSH website.

Exhibit A.16. Project Time Schedule

Activity Time Schedule
Begin data collection 0-2 weeks after OMB approval
Regular monitoring/quality assurance of incoming 0-2 weeks after OMB approval
data
Analyses 2 months after OMB approval, then ongoing
Product ready for dissemination to industry 6 months after OMB approval, then ongoing
stakeholders

17. Reason(s) Display of OMB Expiration Date is Inappropriate
The display of the OMB expiration date is not inappropriate.

18. Exceptions to Certification for Paperwork Reduction Act Submissions

There are no exceptions to the certification.
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