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SUBJECT: Public Record Exception Review
LD 2007, An Act to Create the Amyotrophic Lateral Sclerosis Incidence Registry

The Joint Standing Committee on Health and Human Services is requesting the Joint Standing
Committee on Judiciary’s review, pursuant to 1 MRSA §434, of a confidentiality provision
included in LD 2007, An Act to Create the Amyotrophic Lateral Sclerosis Incidence Registry.
This bill was submitted by the Department of Health and Human Services. It had a public
hearing on March 7, 2022 and the bill was worked that same day. It was voted unanimously
OTP-A. The bill and amendment are attached.

LD 2007 requires health care practitioners and health care facilities to report diagnoses of
amyotrophic lateral sclerosis {ALS) to the Department of Health and Human Services in order
for the Maine CDC to create and maintain a statewide registry for surveillance of the disease in

the state. As amended, it provides confidentiality protections regarding information that directly -

or indirectly identified individual persons and allows disclosure only in a manner consistent with
existing Jaw. It allows for data sharing and protection agreements with state, regional and

national ALS registries for bidirectional data exchange in a manner consistent with applicable
state and federal law.

Reviewing the statutory criteria for the proposed exception to public records, we have the
: followmg comments. .

A. Need to collect the information. Collection of md1v1dual level data is necessary to
maintain a public health registry of a medical disease or condition. Maine does not
currently have a registry for ALS, without which it is difficult to identify demographic or
geographic patterns in incidence.
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B. Value in maintaining information. The Department has an interest in maintaining
individual information related to ALS diagnosis in order to identify trends in incidence.
Because ALS is a relatively uncommon condition, it is important that the Department
maintain data over the long term in order to allows for identification of disease trends.

C. Federal and state law. The amendment references Title 22, section 42, subsections
2 and 5 and chapters 401 and 857. Title 22, Section 42, subsection 2 requires the
Department of Health and Human Services to “make and enforce reasonable rules and
regulations governing the custody, use and preservation of the records, papers, files and -
communications of the department.” Section 5 designates as confidential those records
that contain personally identifying medical information created or obtained in connection
with the department's public health activities or programs. The section states specifically

that such records are not public records under the Freedom of Access law. The section
allows for records to be released in such form that individuals cannot be identified, for

____ activities related to control of notifiable disease and conditions, as allowed with written .. ... . .

authorization, for the proposes of reporting data to the Maine Health Data Organization,
or for participation in a regional or national tracking system.

Title 22, Chapter 401 provides for confidentiality of medical records. It describes the
circumstance when such information may be disclosed. Chapter 857 describes the use of
confidential information for personnel and licensure actions.

At the federal level, the Health Insurance Portability and Accountability Act (HIPAA)
provides for the protection of certain health information. HIPAA includes specific
exemptions for covered entities to disclose protected health instance to public health
authorities authorized to collect and receive this information. '

D. Balancing the individual’s privacy rights and the public interest. Information
reported to the state for the purpose of the ALD database will remain confidential except
for the limited purpose of data sharing with other ALS registries. The right of individuals
with ALS to keep their medical information private outweighs the right of the public to
access such information, and is already protected under federal and state law.

E. Balancing the effect of disclosure on business competition against the public

interest. There is no connection between this-information and competitive disadvantages

of any business in this State.

information and negotiations involving a public body.

G. Balancing the public interest and potential jeopardy to public safety or a
member of the public. The Department submitted LD 2007 to establish a regisiry to
better track and understand the trends related to ALS incidence. The records are aiready
protected under federal and state law and do not need to be available to the public.

H. Narrowness of the exception. The public records exception has been drafted as
narrowly as possible.

Thank you for reviewing this proposed public records exception. If you have any questions,
please don’t hesitate to contact us.
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Committee: HHS
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File Name: G:\COMMITTEES\HHS\Bill amendments\130th 2°42633(02)
LR (item}#: 2633(02)

New Title?: No

Add Emergency?: No

Date: March 16, 2022

Committee Amendment “ ” to L.D. 2007, AN Act to Create the Amyotrophic Lateral Sclerosis
Incidence Registry

Amend 11413 as follows

§1413. Confidentiality -
Information that direcily or indirectly identifies individual persons contained within the
registry is confidential and protected by applicable law, including section 42, subsections 2
and 5 and chapters 401 and 857. Information withi egistry may be disclosed-onkyi
aggregated. de-identified form e e n o) DR s

applicable state-and-federal confidentiality -laws and policies: The department may disclose
the minimum information necessary to accomplish a specified research purpose only upon
successful completion of the research disclosure approval process established by the
department and as permitted under applicable human subject research protections, state and
federal laws and the department's confidentiality policies and processes.

SUMMARY

This amendment allows the Maine CDC to establish a memorandum of understanding with
national ALS registries for bidirectional data exchange, in a manner consistent with Maine CDC
- confidentiality policies
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130th MAINE LEGISLATURE

- SECOND REGULAR SESSION-2022

Legislative Document No. 2007

S.P. 724 In Senate, March 9, 2022

An Act To Create the Amyotrophic Lateral Sclerosis Incidence
Registry

Received by the Secretary of the Senate on March 3, 2022. Referred to the Committee on
Health and Human Services pursuant to Joint Rule 308.2 and ordered printed.
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Be it enacted by the People of the State of Maine as follows:
Sec. 1. 22 MRSA c. 255-A is enacted to read:

CHAPTER 255-A

AMYOTROPHIC LATERAL SCLEROSIS

§1411. Registry established

The Maine Center for Disease Control and Prevention shall establish, maintain and
operate a statewide amyotrophic lateral sclerosis incidence registry, referred to in this

chapter as "the registry.”
§1412. Duty of health care providers

A physician, surgeon, nurse practitioner, physician assistant or other health care
practitioner and a hospital or other health care facility that screens for, diagnoses or
provides therapeutic services to patients with amyotrophic Jateral sclerosis shall report to
the department all persons diagnosed as having amyotrophic lateral sclerosis no later than
6 months from the date of diagnosis, The report must inciude, but is not limited to,
information on each person's usual occupation and industry of employment and other
elements determined by Tule to be appropriate.

§1413. Confidentiality

)

Information that directly or indirectly identifies individual persons contained within
the registry is confidential and protected by applicable law, including section 42,
subsections 2 and 5 and chapters 401 and 857. Information within the registry may be
disclosed only in aggregated, de-identified form and in a manner consistent with Maine
Center for Disease Control and Prevention confidentiality policies. The department may
disclose the minimum information necessary to accomplish a specified research purpose
only upon successful completion of the research disclosure approval process established
by the department and as permitted under applicable human subject research _protections, J

state and federal laws and the department's confidentiality policies and processes,

§1414. Annual report =

The department shall prepare and submit to the Governor annual reports containing
statewide prevalence and incidence estimates of amyotrophic lateral sclerosis, including
any trends occurring_over time across the State. The reports may not contain_any
information that directly or indirectly identifies individual persons.

1415. Rules

- The department shall adopt rules to implement this chapter; including; but not timited
to, rules governing the operation of the registry, reporting to the registry and data release
nrotocols. Rules adopted pursuant to this section are routine technical rules ag defined in

Title 5, chapter 375, subchapter 2-A.
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SUMMARY

This bill requires health care practitioners and health care facilities to report diagnoses
of amyotrophic lateral sclerosis to the Department of Health and Human Services in order
for the Maine Center for Disease Control and Prevention to create and maintain a statewide
registry for surveillance of the disease in the State. The bill provides confidentiality
protections regarding information that directly or indirectly identifies individual persons.
The bill requires the department to complete annual reports containing statewide
prevalence and incidence estimates of amyotrophic lateral sclerosis, including any trends
occurring over time across the State. The bill also requires the department to adopt routine
technical rules to implement the registry.
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MRS Title 22, §42. RULES AND REGULATIONS

§42. Rules and regulations

1. General. The department shall issue rules and regulations considered necessary and proper for
the protection of life, health and welfare, and the successtul operation of the health and welfare laws.
The rules and regulations shall be adopted pursuant to the requirements of the Maine Administrative
Procedure Act.

[PL 1977, c. 694, §331 (AMD).]

1-A. Administration of medication. The administration of medication in boarding care facilities,
drug treatment centers, day care facilities, children's homes and nursery schools and group home
intermediate care facilities for persons with intellectual disabilities must be in accordance with rules
established by the department. In other facilities licensed or approved by the department, excluding
those facilitics licensed under section 1811, other than group home intermediate care facilities for
persons with intellectual disabilities, the department may establish rules for the administration of
medication as it considers necessary. In establishing rules for each type of facility, the department shall
consider, among other factors, the general health of the persons likely to receive medication, the number
of persons served by the facility and the number of persons employed at the facility who might be
involved in the administration of medication. Any rules for the administration of medication must be
established in accordance with Title 5, chapter 375.

[PL 2011, c. 542, Pt. A, §24 (AMD).]

2. Department records. The department shall make and enforce reasonable rules and regulations
governing the custody, use and preservation of the records, papers, files and communications of the
department, and especially those which pertain to the granting of public assistance. The use of such
records, papers, files and communications by any other agency or department of government to which
they may be furnished shall be limited to the purposes for which they are furnished and by the law
under which they may be furnished. It shall be unlawful for any person, except for purposes directly
connected with the administration of the public assistance and in accordance with the rules and
regulations of the department, to solicit, disclose, receive, make use of or authorize, knowingly permit,
participate in or acquiesce in the use of, any list of or names of, or any information concerning, persons
applying for or receiving such assistance, directly or indirectly, derived from the records, papers, files
or communications of the State or subdivisions or agencies thereof, or acquired in the course of the
performance of official duties. Any person violating any provision of this subsection shall be punished

by a fine of not more than $500 or by imprisonment for not more than 11 months, or by both.
[PL 1973, c. 521, §1 (RPR) ]

3. Subsurface sewage disposal. The department shall adopt minimum rules relating to subsurface
sewage disposal systems. All rules, including installation and inspection rules, must be consistent with
Title 30-A, chapter 185, subchapter 1l and Title 32, chapter 49, but this does not preempt the authority
of municipalities under Title 30-A, section 3001 to adopt more restrictive ordinances. These rules may
regulate the location of water supply wells to provide minimum separation distances from subsurface
sewage disposal systems. The department may require a deed covenant or deed restriction when

-—determined necessary:

Any person who violates the rules adopted under this subsection, or who violates a municipal ordinance
adopted pursnant to Title 30-A, sections 4201 and 4211 or uses a subsurface waste water disposal
system not in compliance with rules applicable at the time of installation or modification must be
penalized in accordance with Title 30-A, section 4452. Enforcement of the rules is the responsibility
of the municipalities rather than the department. The department or a municipality may seek to enjoin
violations of the rules or municipal ordinances. In the prosecution of a violation by a municipality, the
court shall award reasonable attorney's fees to a municipality if that municipality is the prevailing party,
unless the court finds that special circumstances make the award of these fees unjust.

[PL 1997, c. 727, Pt. C, §4 (AMD).]

G ted .
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MRS Title 22, §42. RULES AND REGULATIONS

3-A. Licensing of persons to evaluate soils for subsurface wastewater disposal systems. The
department shall adopt rules providing for professional qualification and competence, ethical standards,
licensing and relicensing and revocation of licenses of persons to evaluate soils for the purpose of
designing subsurface wastewater disposal systems. The hearings provided for in subsection 3 must
include consideration of the adoption or change of those rules.

The department shall investigate or cause to be investigated all cases or complaints of noncompliance
with or violations of this section and the rules adopted pursuant to this section. The department has the
authority to grant or amend, modify or refuse to issue or renew a license in accordance with the Maine
Administrative Procedure Act, Title 5, chapter 375, subchapter 5. The District Court has the exclusive
jurisdiction to suspend or revoke the license of any person who is found guilty of noncompliance with
or violation of the rules adopted pursuant to this subsection or subsection 3.

The department may charge applicants no more than $100 for examination to become a licensed site
evaluator. The department shall by rule charge a biennial site evaluator license fee of not more than
$150. A licensed site evaluator who is employed by the department to administer this section and does
not practice for the public is exempt from the license fee requirement. Appropriate rules must be
adopted by the department defining the appropriate financial procedure. The fees are paid to the
Treasurer of State to be maintained as a permanent fund and used by the department for carrying out
its plumbing and subsurface wastewater disposal rules and site evaluation program.

[PL 2015, c. 494, Pt. A, §14 (AMD).]

3-B. Inspection of plumbing and subsurface waste water disposal systems. The department
shall adopt rules providing for the inspection of plumbing and subsurface waste water disposal systems.
In municipalities, the municipal officers shall provide for the appointment of one or more plumbing
inspectors. In plantations, the assessors shall appoint plumbing inspectors in accordance with Title
30-A, section 4221. In the unorganized areas of the State, the department shall appoint plumbing
inspectors or act in the capacity of a plumbing inspector until a person is appointed.

[PL 1991, c. 824, Pt. A, §39 (AMD).]

4. Industrial employees.
[PL 1977, c. 83, §2 (RP).]

5. Confidentiality of records containing certain medical information. Department records that
contain personally identifying medical information that are created or obtained in connection with the
department's public health activities or programs are confidential. These records include, but are not
limited to, information on genetic, communicable, occupational or environmental disease entities, and
information gathered from public health nurse activities, or any program for which the department
collects personally identifying medical information.

The department's confidential records may not be open to public inspection, are not public records for

purposes of Title 1, chapter 13, subchapter 1 and may not be examined in any judicial, executive,
legislative or other proceeding as to the existence or content of any individual's records obtained by the
departmen,

Exceptions to this subsection include release of medical and epidetniologic information in such a
manner that an individual cannot be identified; disclosures that are necessary to catry out the provisions
of chapter 250; disclosures made upon written authorization by the subject of the record, except as
otherwise provided in this section; disclosures that are specifically required for purposes of reporting
data to the Maine Health Data Organization as provided for by statute or by rules adopted by the Maine
Health Data Organization; and disclosures that are specifically provided for by statute or by
departmental rule. The department may participate ina regional or national tracking system as provided
in sections 1533 and 8824. .

Nothing in this subsection precludes the department, during the data collection phase of an
epidemiologic investigation, from refusing to allow the inspection or copying of any record or survey
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MRS Title 22, §42. RULES AND REGULATIONS

instrument, including any redacted record or survey instrument, containing information pertaining to
an identifiable individual that has been collected in the course of that investigation. The department's
refusal is not reviewable.

[PL 2021, c. 423, Pt. A, §2 (AMD) ]

6. Preadministrative hearing settlement process. The department may adopt rules to establish
a preadministrative hearing settlement process. Rules adopfed pursuant to this subsection are routine
technical rules as defined by Title 5, chapter 375, subchapter II-A.
[PL 1997, c. 218, §1 (NEW).]

7. Appeal process. The department shall amend the rules governing appeals of informal review
decisions of MaineCare payment and cost report audit and review issues filed by MaineCare providers
of goods and services or initiated by the department and any other informal review decisions that seek
to impose repayment, recovery or recoupment obligations or sanctions or fines on providers as provided
in this subsection.

A. The department shall allow a provider 60 days after the provider's receipt of an audit report,
examination report or other audit determination to seek informal review of that determination. The
department shall give to the provider involved in an informal review decision written notice of the
informal review decision and of the appeal process and the time period for filing a notice of appeal.
The department shall allow an additional 60 days for a provider to request an appeal hearing for
review of the department's informal review decision. [PL 2005, c. 588, §3 {AMD).]

B. [PL 2003, c.419, §2 (RP)]

C. Compensation under any contract into which the department enters for hearing officer services
may reflect the number of appeals on which recommendations are made by the hearing officer and
may not reflect the substance of the recommendations made by the hearing officer. [PL 2003, c.
419, §2 (AMD).]

D. The hearing officer shall conduct a hearing de novo on issues raised in the notice of appeal filed
by the provider and shall in a timely manner render a written recommendation based on the record
and in accordance with applicable state and federal law, rule and regulation. The hearing officer
shall provide a copy of the recommendation to the department and to the provider along with notice
of the opportunity to submit written comments to the commissioner. [PL 2001, c. 666, Pt. C, §1
(NEW).] ' :

E. The recommendation of the hearing officer must be forwarded to the commissioner for a final
decision, based on the record, which must include any written comment submitted in a timely
manner by the provider and the department. The commissioner may adopt, adopt with modification
or reject the recommendation of the hearing officer. The commissioner shall issue a final decision
in writing, which must include the teasons for any departure from the recommendation of the
hearing officer and notice of the process for appeal pursuant to Title 5, chapter 375, subchapter 7.
If the commissioner deviates from a prior decision cited in the course of a proceeding, the final

2003, c. 419, §2 (AMD).]

F. By July 1, 2004 the department shall make available on its publicly accessible website the
decisions in all MaineCare provider appeals beginning January 1, 2004, including the
recommendations of the hearing officer and the decision of the conunissioner. By October 1, 2006
the department shall make available on the same website all decisions issued by the department
regarding andit findings, audit reports or examination reports, including final informal review
decisions issued as well as decisions on appeal pursuant to the Maine Uniform Accounting and
Auditing Practices Act for Community Agencies. The Office of Audit for MaineCare and Social
Services also shall include on the website a summary of key interpretations and findings in recent

G fed .
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MRS Title 22, 842. RULES AND REGULATIONS

audits that, in the opinion of the office, are to be considered generally by providers in their
operations and cost reporting.

(1) The website must include a search feature allowing users to obtain information on specific
issues of interest.

(2) The website must protect information that is personal or confidential. [PL 2005, c. 588,
§4 (AMD).]

G. In lieu of the appeal procedure provided in this subsection, the parties may choose arbitration
by a qualified arbitrator or panel of arbitrators as provided in this paragraph. By January 1, 2004,
the department shall adopt rules to implement this paragraph that are consistent with federal law
and regulation. Rules adopted pursuant to this paragraph are routine technical rules as defined in
Title 5, chapter 375, subchapter 2-A.

(1) The arbitrator or panel of arbitrators must be selected and compensated as agreed by the
parties.

(2) Arbitration under this paragraph is available only when the amount in controversy is
$10,000 or less and the subject matter in controversy is assessments, recovery or recoupment
orders, sanctions or administrative fines.

(3) A provider choosing arbitration under this paragraph may waive any right of appeal. [PL
2003, c. 419, §2 (NEW).]

H. In an administrative appeal of an informal review decision under this subsection, the department
bears the burden of proving a violation of law or rule by a preponderance of the evidence. If the
department proves that existing and available records of goods or services are defective, the
department may impose a penalty or sanction, including total recoupment. Total recoupment for
defective records is warranted only when the provider has failed to demonstrate by a preponderance
of the evidence that the disputed goods or services were medically necessary, MaineCare-covered
goods or services and were actually provided to eligible MaineCare members. [PL 2003, ¢. 688,
Pt. C, §7 (AMD).]

The department shall provide funding for contractual services under this subsection from within
existing resources.
[PL 2005, c. 588, §§3, 4 (AMD) ]

8. Adoption of rules with retroactive application. The department is authorized to adopt rules
that have a retroactive application for a period not to exceed 8 calendar quarters prior to the date of
issuance of the rule in accordance with the provisions of this subsection.

A. The Office of MaineCare Services is authorized to adopt rules that have retroactive application
when nécessary to maximize available féderal revenue soutces, specifically regarding the federal
Medicaid program, or to conform to the state Medicaid plan as filed with the Federal Government.
The Bureau of Family Independence is authorized to adopt rules in the MaineCare, Temporary

- Assistance for Needy Families and food stamp programs that have retroactive application to-comply

with federal requirements or to conform to the state Medicaid plan as filed with the Federal

Government. [PL 2019, c. 343, Pt. YY, §2 (AMD).]

B. With respect to any services that MaineCare providers have rendered prior to the date of
adoption of retroactive rules adopted pursuant to this subsection, such rules may not reduce or
otherwise negatively affect the reimbursement or other payments that those providers are entitled
to receive under the previously applicable rules. The reimbursement or other payments under the
amended rules must be equal o or greater than the reimbursement under the rules previously in
effect. The rules may tetroactively increase provider reimbursement on an emergency basis if

4 |
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MRS Title 22, §42. RULES AND REGULATIONS

needed to ensure that MaineCare members have access to covered medically necessary services.

[PL 2005, c. 648, §1 (AMD).]

C. For any benefits or services in the MaineCare, Temporary Assistance for Needy Families or
food stamp programs that beneficiaries have received prior to the date of adoption of retroactive
rules adopted pursuant to this subsection, such rules may not reduce or otherwise negatively affect

the reimbursement or other payments, benefits or services that those beneficiaries are entitled to

have covered or paid under the previously applicable rules. The reimbursement or other payments,
benefits or services under the amended rules must be equal to or greater than under the rules
previously in effect. [PL 2003, c. 612, §1 (NEW).]

D. This subsection does not give the department the authority to adopt retroactively any rule that
has an adverse financial impact on any MaineCare provider or member, Temporary Assistance for
Needy Families program or food stamp recipient or the beneficiary or recipient of any other
program administered by the department. Specific statutory authority is required for adoption of a
retroactive Tule that has an adverse financial impact on any MaineCare provider or member,
Temporary Assistance for Needy Families program or food stamp recipient or the beneficiary or
recipient of any other program administered by the department. [PL 2003, c. 612, §1 (NEW).]

E. Rules adopted pursuant to this subsection are routine technical rules as defined in Title 5, chapter
375, subchapter 2-A; except that, if the underlying statutory rule-making authority for a rule or set
of rules specifies that rules adopted pursuant to that authority are major substantive rules, then the
related rule or rules adopted under this subsection are major substantive rules. [PL 2003, c. 612,
§1 (NEW)}.]

F. [PL 2005, c. 648, §2 (RP)]
[PL 2019, c. 343, Pt. YY, §2 (AMD).]

9. Effective date of newly adopted rules. Notwithstanding any other provision of law, when the
department adopts a rule affecting a process or procedural change for licensed health care providers,
the rule may not take effect for at Jeast 30 days unless the department determines that an emergency
rule is necessary pursnant to Title 5, section 8054 or unless the rule affects reimbursement rates
applicable to those licensed health care providers. For the purposes of this subsection, "licensed health
care provider" means a physician, clinic, hospital, health maintenance organization, home health
agency, private clinical laboratory or other person who provides, primary health care services and is
registered or licensed by the State.

[PL 2005, c. 241, §1 (NEW).]
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