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SUMMARY

[bookmark: _Hlk108174878][bookmark: _Hlk128401355]Maine law (22 MRS Chapter 255-A) requires the Department of Health and Human Services - Maine Center for Disease Control and Prevention (Department) to establish, maintain and operate a statewide amyotrophic lateral sclerosis incidence (ALS) registry. This rule governs the requirements for health care practitioners to report to the Department all diagnosed cases of ALS, as well as the Department’s protocols for collecting, maintaining and releasing data collected under this rule. 


TABLE OF CONTENTS

SECTION 1. PURPOSE AND DEFINITIONS					1
A. Purpose									1
B. Definitions									1

SECTION 2. DATA COLLECTION AND REPORTING				2
A. Required reporters								2
B. Required data submission							2
	C. Annual report								2

SECTION 3. DATA SHARING AND RELEASE					2
	A. Confidentiality								3
	B. Registry data sharing								3
	C. Registry data reporting 							3

SECTION 4. REGISTRY DATA APPLICATION REQUIREMENTS	             3
	A. Eligibility									3
	B. Application review								4
	C. Application approval								4
STATUTORY AUTHORITY AND HISTORY					4






2

SECTION 1.	PURPOSE AND DEFINITIONS
A. [bookmark: _Hlk128401403][bookmark: _Hlk151539448]Purpose. This rule establishes reporting requirements for health care practitioners, hospitals and other health care facilities that screen for, diagnose, or treat patients with amyotrophic lateral sclerosis and includes provisions specific to data sharing with external registries and researchers.

B. Definitions. As used in this rule, the following terms have the following meanings, unless otherwise specified.

1. Amyotrophic Lateral Sclerosis means the rare neurological disease that affects motor neurons or nerve cells in the brain and spinal cord that control voluntary muscle movement, commonly referred to as ALS or Lou Gehrig’s Disease.

2. Amyotrophic Lateral Sclerosis Incidence Registry (Registry) means Maine’s statewide population-based amyotrophic lateral sclerosis surveillance system established within the Department’s Office of Data, Research, and Vital Statistics (DRVS).

3. Confidentiality statement means an agreement between an applicant and the Department of Health and Human Services – Maine Center for Disease Control and Prevention, Office of Data, Research, and Vital Statistics that data received pursuant to this rule will not be used in any manner other than for the administrative or statistical research purposes specified in the application.

4. [bookmark: _Hlk159928902]Confirmatory diagnosis of amyotrophic lateral sclerosis (ALS) means a diagnosis of the neurodegenerative disease based on a series of tests (such as magnetic resonance imaging) of the neck, head and lower spine; an EMG (electromyography) which tests nerve conduction; and a series of blood tests, urine tests, genetic tests, or a lumbar puncture.

5. Department means the Maine Department of Health and Human Services – Maine Center for Disease Control and Prevention.

6. Health care facility means a location that provides diagnostic or treatment services such as hospitals, public or private healthcare office practices, clinics, outpatient care centers, and specialized care centers.

7. Health care practitioner means, as described in 22 MRS §2084(4), an individual who screens for or diagnoses ALS or provides ALS-related therapeutic services. Under this rule, “health care practitioner” does not include practitioners providing therapeutic services solely by spiritual means. 

8. Reportable case means a patient with a confirmatory diagnosis of ALS.









SECTION 2.	DATA COLLECTION AND REPORTING 
A. Required reporters. A health care practitioner, hospital or other health care facility that screens for, diagnoses or provides therapeutic services to patients with ALS must complete the Amyotrophic Lateral Sclerosis Reporting Form prescribed by the Department for reporting all cases of amyotrophic lateral sclerosis. 

B. [bookmark: _Hlk128401534]Required data submission. Unless otherwise directed by the Department, health care practitioners, hospitals, and other health care facilities must submit data using the Amyotrophic Lateral Sclerosis Reporting Form prescribed by the Department no later than six months from the date of ALS diagnosis. The Amyotrophic Lateral Sclerosis Reporting Form is available on the Department’s website and by request. The form must be completed and submitted in a secure manner to the Departmen’t DRVS Office location via U.S. postal mail or facsimile. Required data for reportable cases include the following:

1. Date of birth;
2. Date of diagnosis;
3. Gender;
4. Race/ethnicity;
5. Occupational status and history;
6. Residential status and history; and
7. Reported known risk factors (including, but not limited to, familial gene mutation, health habits, veteran status, and exposure to heavy metals and environmental toxins, as required by the ALS reporting form).
Health care practitioners, hospitals, and other health care facilities subject to this rule must provide additional information and/or records concerning a reportable case at the request of the Department.  
C. Annual report. The Department will enter data collected under this rule into the Registry, which serves as the designated statewide database for reported cases of ALS. Paper forms will be maintained for a minimum of three years. Registry data is stored electronically by the Department indefinitely unless directed otherwise. Annually, the Department will prepare and make public a report to the Governor of statewide ALS prevalence and incidence estimates of the disease, including available trend analysis, in accordance with 22 MRS §1414. The report will include de-identified data collected under this rule. DRVS will ensure that reports include unique cases only.



SECTION 3.	DATA SHARING AND RELEASE

The Department may require signed contracts, a confidentiality statement, an interjurisdictional exchange of vital records agreement or other agreement, and/or evidence of direct and legitimate interest prior to sharing Registry data with an applicant conducting research. A Memorandum of Understanding, letter of support, or general email exchange is not sufficient foundation for the Department to disclose confidential identifiable information for research purposes.

A. [bookmark: _Hlk170225388]Confidentiality. Information within the Registry may be disclosed in aggregated, de-identified form. Registry data that identifies a reportable case directly or indirectly is confidential and may be released only in accordance with 22 MRS §1413 and this rule.

B. Registry data sharing. The Department may establish data sharing and protection agreements with state, regional and national ALS registries for bidirectional data exchange. Data sharing agreements provide details that explain how the data may be shared and used.

C. Registry data reporting. The Department may submit Registry data elements collected under this rule to the Agency for Toxic Substances and Disease Registry (ATSDR), which is part of the U.S. Centers for Disease Control and Prevention (CDC) and which operates and maintains the National ALS Registry. 



SECTION 4. REGISTRY DATA APPLICATION REQUIREMENTS

A researcher may request Registry data by submitting to the Department a complete application on the form prescribed and furnished by the Department. The Department will only release Registry data after the Department’s designee(s) responsible for managing data requests has reviewed the request and determined the applicant is eligible to receive the data. 

A.	Eligibility. To be eligible, the applicant must submit the following:

1. Contact Information: The researcher’s full name, organizational affiliation and title (if any), mailing address, telephone number and email address. When the application is submitted on behalf of an organization, it must also include the name, title, and contact information of the official authorized to execute agreements on the organization’s behalf.

2. Research protocol; purpose and use statement: A detailed explanation of the purpose and scope of the data request and any preliminary plans for presentation and/or publication of results of any study, research, or analysis using the requested Registry data.

3. Documentation of successful completion of the research disclosure approval process (e.g. Institutional Review Board (IRB) approval or exemption determination letter).

a. If the governing IRB determines that a request for consumer information is part of a human subject research process, then the applicant must obtain IRB approval.

b. If the matter requires use of HIPAA-covered protected health information, a waiver of authorization must be obtained from a HIPAA Privacy Board.

c. If the governing IRB approves a protocol or determines that the applicant is not engaged in research, then the requested information may be disclosed to the applicant pursuant to a "Data Sharing and Protection Agreement." 
4.	Any other information reasonably requested by the Department to serve the purpose of the Registry, ensure that the privacy of consumer information is protected, and understand how the data release benefits the public.

B.         Application review. The Department will review the complete application to determine the applicant’s eligibility to receive Registry data and the type and extent of Registry data that may be released. 

1. The research for which Registry data is requested must be a systematic investigation, including research development, testing and evaluation, designed to develop or contribute to generalizable knowledge. 

[bookmark: _Hlk151552123]2.        The Department may disclose the minimum information necessary to accomplish a      specified research purpose. If it is determined that part or all of a data request can be accomplished through in-house analysis, use of unrestricted data, or the creation of proxy variables, the Department reserves the right to create such products to fill a request, rather than release the restricted data.

C.         Application approval. Registry data release is limited to the purpose(s) for which the information is furnished. Any further disclosure or unlawful use may result in penalties pursuant to 22 MRS § 42(5). Upon determination of eligibility, the Department will notify the applicant of the approval or denial and any cost estimate associated with completing the request.  

1.	 The Department may disclose Registry data that may directly or indirectly identify registrants only after approval of a researcher’s application outlined in subsection D, which includes a signed confidentiality statement and/or data sharing agreement, and IRB approval or exemption determination letter.
2.	The Department may require the approved applicant to enter into a data-sharing agreement regarding the use of the Registry data before it is released.  
	



STATUTORY AUTHORITY:  22 MRS §§ 42(5), 1415


EFFECTIVE DATE: (NEW) September 16, 2024
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