60-day FRN Publication Request for Information Collections (ICRs)


Project Title: National Amyotrophic Lateral Sclerosis (ALS) Registry
Requesting CIO: ATSDR/NCEH 
Program Contact Person: Paul Mehta, MD (PUM4)  

Revision:  OMB No. 0923-0041 05/31/2026

Rationale for reinstatement (if applicable):

Requested Approval Period for proposed ICR (Select one):	_X_ Three years from approval date
__ Two years from approval date
__ One year from approval date
__ Six months from approval date
__ Other (specify _________________)

Use of Information collection (Select one)
__ Application for Benefit
__ Program Evaluation
__ General Purpose Statistics
__ Regulatory/Compliance
__ Program Planning/Management
__ Public Health/Emergency Response
_X_ Research
__ Surveillance/Surveillance Core Functions
__ Service Delivery/Customer Feedback
__ Administrative
__ Audit
__ Other

Who will collect the data? (Select all that apply)
_X_ CDC
__ Grantees
__ Public Health Partners
__ Contractors
__ Other

Affected public (Select all that apply)
_X_ Individuals and Households
__ State, Local, or Tribal Governments
__ Federal Government
__ Private Sector - If affected Public is Private Sector, indicate if the following apply:
Is the proposed ICR related to the Affordable Care Act (PPACA, P.L. 111-148 &111-152)? Yes    No
Does the proposed collection pose burdens on practicing physicians or their patients?     Yes    No

[Click here to enter submission date Month day, 20##]
[bookmark: _Toc511934869][bookmark: _Toc329519280][bookmark: _Toc523105666]SUMMARY

	Goal of the project:  As mandated by Congress, the goal of this study is to continue collecting data, with revision, for the National Amyotrophic Lateral Sclerosis (ALS) Registry to better describe the incidence and prevalence of ALS and to identify risk factors for the disease.

	Intended use of the resulting data: The National ALS Registry allows estimates of ALS prevalence as well as risk factors. ATSDR endeavors to improve the completeness, representativeness, and accuracy of the Registry data over time.

	Methods to be used to collect: Self-reporting by persons with ALS (PALS), researchers, and ALS service organizations. The primary revisions proposed include: the addition of a survey to capture participation in organized sports as well as an additional question to capture race upon registration.

	The subpopulation to be studied: US Citizens and legal residents with ALS

	How the data will be analyzed:  Descriptive statistics of PALS including number of people identified, number of individuals who self-identified vs. those obtained from existing data, mean age, sex distribution, racial distribution, geographic distribution by region, and distribution of other characteristics such as cigarette use, alcohol use, occupation, service in the military, physical activity, and family history.





[bookmark: _Toc36702989]Circumstances Making the Collection of Information Necessary

This is a request to continue the National Amyotrophic Lateral Sclerosis (ALS) Registry (OMB Control No. 0923-0041, expiration date 05/31/2026), with revision, for an additional three years.  
The Agency for Toxic Substances and Disease Registry (ATSDR) is authorized by the Public Law No. 110-373, the ALS Registry Act, to: (1) develop a system to collect data on amyotrophic lateral sclerosis (ALS) and other motor neuron disorders that can be confused with ALS, misdiagnosed as ALS, or progress to ALS; and (2) establish a national registry for the collection and storage of such data to develop a population-based registry of cases.  
The National ALS Registry uses a two-pronged approach to identify prevalent cases of ALS in the United States.  The first approach used to identify prevalent cases relies on existing administrative data (from the Centers for Medicare and Medicaid Services, the Veterans Heath Administration [VHA], and the Veterans Benefits Administration [VBA]). A pilot tested algorithm is applied to the administrative data that identifies persons with ALS on the basis of encounter codes such as having ALS listed as a code in the visit record or having such a code and having seen a neurologist, a death certificate listing ALS as a cause or contributing cause of death, and prescription for Riluzole. The second approach, which was launched to the public on October 19, 2010, uses a secure web portal (https://www.cdc. gov/als) to identify cases that are not included in the national administrative databases. This approach allows patients to self-identify and enroll in the National ALS Registry if screening criteria are met. An additional advantage of this approach is those who self-enroll in the Registry can take brief surveys that are used to evaluate possible risk factors for ALS (e.g. genetics and environmental and occupational exposures. )
In January 2017, the National ALS Biorepository (Biorepository) was launched. The Biorepository is novel in several ways. First, it obtains samples from Registry enrollees via in-home collection (e.g., blood, hair, or saliva) and postmortem collection (e.g., brain, bone, spinal cord, cerebrospinal fluid, muscle, and skin) at no charge to patients or their caregivers. Second, specimens from the National ALS Biorepository are collected from a geographically representative sample of Registry enrollees. The sample of persons recruited to participate in the Biorepository correlates with the population distribution of the United States and each year will include at least one person from each state. Third, these deidentified samples are paired with completed risk factor survey data (e.g., occupational and military history) from the Registry. Researchers are currently able to request samples alone or paired with risk factor data. The availability of additional specimens from a national sample of ALS patients further expands research potential on the genetics, potential biomarkers, environmental pollutants, and etiology for ALS. 
The National ALS Registry collaborates with partner organizations (Les Turner, MDA and the ALS Association) to increase awareness of the Registry.  They distribute the information through a variety of methods including group activities such as support groups, clinics, ALS seminars, and fundraising events (e.g. walk, golf tournaments). In addition to activities, the partner organizations also utilize social media messaging and local mailings (e.g., tweet, email blast, newsletter) to disseminate information to increase awareness of the Registry.

[bookmark: _Toc36702991]Efforts to Identify Duplication and Use of Similar Information

This data collection originated because of several ATSDR meetings between the stakeholders including scientists, neurologists, advocacy groups, and ethicists in 2009.  In 2010, ATSDR developed a proposal to build on work that had already been done and coordinate the extant groups and create a larger database, rather than duplicate effort.  The proposal outlined a strategy for identifying people using administrative databases such as Medicare, Medicaid, the Veterans Administration, and health insurance databases, and then to build on that data.  ATSDR holds annual meeting with stakeholders to discuss the Registry and get input into future directions.
Because ATSDR staff is in communication with The Council of State and Territorial Epidemiologists, advocacy groups, and ALS researchers, it is clear that no nationwide collection exists for this field of study.  The literature describes several research studies on hospital or physician-based cases, but there is no prior history of a national registry.  Communications with experts in ALS did not bring to light any similar data collection efforts.  
While some individual states have begun to propose and establish their statewide ALS registries, no other collective registry exists that tracks ALS nationwide.  


[bookmark: _Toc36702998]Estimates of Annualized Burden Hours 

The previously approved questions in the 17 modules are reorganized into Essential Questionnaire and one of the four Follow-up Question modules: 1) Demography, 2) Lifestyle Factors, 3) Environmental Factors, and 4) ALS-associated and Clinical Factors. Questions determined to be critical in capturing the information about Registry participant at the time of enrollment is grouped as Essential Questionnaire. The remaining questions from one-time survey are evaluated for proper classification in the new format. The total estimated time to complete the Essential Questionnaire and the four Follow-up Question modules is recalculated (Attachment 16). See details in Attachment 16 for in-depth explanation. 

The five-minute disease progression survey requirements remain unchanged. In Year 1, new registrants are asked to complete the disease progression survey at 0 (baseline), 3, and 6 months. Disease progression survey at 0 (baseline) months will be administered at the end of time of Essential Questionnaire completion. In Years 2 and 3, they are asked to repeat the disease progression survey on their anniversary date and at 6 months. Therefore, over three years, new registrants are requested to complete the survey seven times. For time burden estimation, the number of responses is rounded up to 3 times per year.

There are no costs to the respondents other than their time. There is a significant change to the total time burden requested due to reformatting and restructuring the one-time survey questions. This reformatting has reduced the time burden from previously reported 1,945 hours to 1,758 hours (see table below). The annual number of responses requested is 10,595, which is an increase of 2,046 over the previously approved 8,549 responses. This increase is due to the presentation of the six online survey modules in separate rows in the burden table. Previously, the 17 online survey modules were aggregated in a single row in the burden table.





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
(in hours)

	[bookmark: _Hlk99693126]Persons with ALS
	ALS Case Validation Questions 
	1,670
	1
	2/60
	56

	
	ALS Case Registration Form
	1,500
	1
	10/60
	250

	
	Essential Questionnaire
	750
	1
	6/60
	75

	
	Follow-up Questions - Demography
	750
	1
	2/60
	25

	
	Follow-up Questions - Lifestyle Factors
	750
	1
	32/60
	400

	
	Follow-up Questions - Environmental Factors
	750
	1
	23/60
	288

	
	Follow-up Questions - ALS-associated and Clinical Factors
	750
	1
	7/60
	88

	
	Disease Progression Survey
	750
	3
	5/60
	188

	
	ALS Biorepository Specimen Processing Form and In-Home Collection
	325
	1
	30/60
	163

	
	ALS Biorepository Saliva Collection
	350
	1
	10/60
	58

	Researchers
	ALS Registry Research Application Form
	36
	1
	30/60
	18

	
	Annual Update
	24
	1
	15/60
	6

	ALS Service Organizations
	Chapter/District Outreach Reporting Form
	135
	12
	5/60
	135

	
	National Office Outreach Reporting Form
	2
	12
	20/60
	8

	Total
	
	
	
	
	1,757





[bookmark: _Toc36703001]Explanation for Program Changes or Adjustments

This is a request for PRA clearance for the 60-day ICR package. The revisions requested are designed to strengthen the usefulness of the National ALS Registry for researchers.  The revisions include:

1. Updating the Consent Form (Appendix D) to include the addition of an interagency data exchange between Unite Genomics and the National ALS Registry. Participants will have the opportunity to share personal information relating to their health history with ATSDR through an integration between the Registry portal and a third-party online platform called Unite Genomics. This update will not impact burden hours.

2. As required by the EO in February 2025, all use of the term "gender" has been replaced with "sex." All changes made are minor changes to terminology as the current protocol only collects data on the registrant's sex (male/female). Changes have been made throughout the documents.

3. The OMB package being submitted reflects changes recently approved by IRB to the ALS Biorepository premortem patient consent forms for the biospecimen (D2) and saliva (D4) collection. The changes include the addition of the language describing genomic data sharing and associated risk for both Appendix D2 and D4, clarification on the limited use of established cell line for commercial gain for Appendix D2, and absence of cell line establishment for commercial gain for Appendix D4. Furthermore, update has been made for the ALS research application forms (M1) in Part B to include a biospecimen sample and aliquot sizes that were was not previously listed there, in Part C added a postmortem sample and price that was not previously listed, and to include a new form “Part E” which is only applicable to the researchers making changes to their formerly approved application such as their affiliation status or additional sample request for the same study.


REQUIRED ATTACHMENTS
1. 60-day Federal Register Notice

2. Main Data Collection Instrument(s) 
Appendix B – Case Validation
	Appendix C – Registration Page
	Appendix D1 – Consent Forms
	Appendix D2 – National ALS Biorepository
	Appendix D3 – Biorepository Postmortem
	Appendix D4 – National ALS Biorepository Consent FOrm
	Appendix E – Surveys
	Appendix M1 – ALS Registry Research Application Form
	Appendix M2- Annual Update Form 
	Appendix S.A-1 – Biorepository Specimen Processing Form
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