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Testimony on HB 1482, HD1 “RELATING TO HEALTH”

The American Heart Association/American Stroke Association strongly supports HB
1482, “Relating to Health.”

The AHA/ASA collaborated with hospitais throughout the state and with
representatives of the Department of Health to reach consensus of agreement on the
proposal. The bill is designed to lay the foundation needed to address improvements in
the stroke system of care in Hawaii.

Among other things, the bill would require the DOH to collect and compile stroke
patient data from hospitals in the state and compile it into a registry. Since funding
might be an issue for the DOH, the AHA has identified that the DOH could accomplish
that requirement by becoming a “super-user” account under the AHA’s Get With The
Guidelines-Stroke program (at an annual cost of approximately $2,000). Acute stroke
care hospitals in Hawali use the Get With The Guidelines-Stroke quality improvement
program as both a way to optimize patient care and also as a way to qualify for
Medicaid reimbursement. As a super-user account, the DOH would have access to a
systematic collection and recording of data pertaining to stroke patients treated at a
given hospitals throughout the state. It would include data that ranges from length of
time taken to transport patients by ambulance to the emergency room, to the final
outcome of treatments provided by the hospital. Quality Improvement strategies could
focus on improvement in: Emergency Medical Services (EMS) care, rapid diagnosis
and treatment in the Emergency Department, prevention of stroke complications, and
prevention of a secondary stroke. The stroke registry could assist hospitals and the
State in their initiatives to provide professional and public education, improve
documentation practices, modify or introduce stroke standing orders, and create other
systems and policy changes within their institutions. The DOH would serve as a
neutral entity housing the registry.

Other possible goals that could be achieved through a data registry include:

« Increase quality improvement through collaborative efforts among participant
hospitals.

» Lower the stroke morbidity experienced in Hawaii.

» Enhance the effectiveness of secondary care and prevent recurrent strokes.

¢ Develop protocols to guide physician care with effective stroke management.

» Develop effective methods to care for acute stroke patients.

The bills would also require the DOH to use nationally-recognized accreditation criteria
to designate hospitals by the level of stroke care that they are capable of achieving.
That would help the State EMS Department to develop stroke patient transfer
protocols to insure that patients are delivered to hospitals that can deliver the optimal
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care depending on factors including geographic location, transport time, CT scan
availability, etc. Having the state recognize national accreditation criteria would insure
that hospitals don't self-select their level of designation, and insure that EMS patient
delivery protocols are based on technical ability, not economic factors.

The AHA/ASA supports the establishment of a state stroke data registry, and of
designation of primary stroke centers as two of its national policy priorities. The AHA
serves as a neutral party in bringing together sometimes competing hospitals and
other business entities to agree on legislation such as the bill being considered.

Stroke is the third leading cause of death in Hawaii. Nationally it has declined to the
fourth leading cause of death, so Hawaii is falling behind the nation in the quality of
stroke care it offers to stroke patients. Stroke is also the leading cause of major
disability in Hawail. It is imperative that a coordinated effort be enlisted to address
weaknesses in Hawaii's stroke system of care, and to better insure that stroke patients
are provided the optimal care, based on current stroke treatment guidelines,
regardless of their geographic location in the state, or the time of day which their
stroke occurs.

The American Heart Association urges your strong support of HB 1482, HD1 as a way
to improve Hawaii stroke system of care, and to insure that all Hawaii stroke patients
are provided access to optimal stroke care.

—

Respectfully submitted,

Donald B. Weisman

Hawaii Government Relations/Mission:Lifeline Director
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Department’s Position: COMMENTS.

Fiscal Implications: The Department of Health (DOH) currently does not have funding to support a
comprehensive stroke system of care as described in this measure.

Purpose and Justification: The purpose of HB1482,HD1 is to establish a state stroke care system
wherein the Department of Health (DOH) approves, recognizes, and publishes online the qualifications
of various facilities in meeting nationally recognized standards for stroke treatment.

Although in strong support of the concept of a statewide comprehensive stroke system, DOH
respectfully requests further study on the matter. We understand there are similar models in other states,
but resist being given this authority until the following issues can be clarified:

1) Liability — the extent to which the State of Hawaii will be liable for the accuracy, completeness,
timeliness, and appropriate use of information regarding the self-reported stroke treatment
qualifications of private hospitals;

2) Cost —the level of appropriation required to implement and maintain this new regulatory and

enforcement authority;

Promoting Lifelong Health & Wellness
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Medical expertise — the capacity, or lack thereof, of the DOH to make a judgment on the
appropriateness of one guideline or the other, including evidence of its adoption, application, and
compliance in actual medical practice; and

Codification of standards — the appropriateness of codifying in such specificity the standards by
which stroke center classifications are defined, as opposed to the flexibility granted by

memorandums of agreements to keep pace with changes in standards of care.

We understand from discussions with stakeholders that the intent of this bill is not to involve

government in healthcare decisions best left to the private healthcare space and therefore request a

concurrent resolution in place of HB1482,HD1 to accomplish the following:

1y

2)

3)

4)

3)

6)

7

8)

Establish a statewide stroke task force delivering its findings no later than Opening Day of the
2015 Legislature;

Conduct a needs assessment, in particular assuring that Neighbor Islands issues are adequately
addressed;

Identify epidemiological, social, economic, geographic, linguistic, and environmental barriers to
quality care for stroke patients;

Compare and contrast national and international models, best practices, guidelines, and standards
of care;

Develop a method of evaluation;

Refine the collection, analysis, and use of a data, including a stroke registry;

Propose a legal framework that supports Continuous Quality Improvement among all Hawaii's
stroke care continuum;

Assure alignment with the State's Healthcare Transformation priorities, including the Affordable

Care Act and Meaningful Use of Health Information Technology;
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9) Develop a plan to implement a stroke system of care that sets benchmarks, milestones, and mid-
and long-term objectives; and
10) Recommend an adequate appropriation amount for any new responsibilities created for the DOH.
In the absence of a resolution in lieu of this bill, the DOH requests HB1482,HD1 be amended to include
an appropriation and expending authority for DOH.

Thank you for the opportunity to testify on this important community health matter.
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Chair McKelvey and Members of the Committee:

The Department of the Attorney General provides the following comments on this bill.

The purpose of this bill is to create a new part in chapter 323, Hawaii Revised Statutes,
that would: (1) require the Department of Health (DOH) to recognize hospitals or health care
facilities that meet the criteria for three levels of stroke care, (2) publish a list of recognized
hospitals and health care facilities and their levels of recognition, and (3) establish a statewide
stroke database.

While the general powers and duties of the DOH do not encompass establishing clinical
standards of care, this bill moves the DOH into that role, creating the potential for the DOH’s
exposure to significant liability. This bill requires the DOH to recognize three classifications of
stroke care programs. Each of the cléssifications reference criteria specified by the American
Heart Association, the American Stroke Association, or the Brain Attack Coalition. In addition,
at page 7, lines 5-8, this bill allows the DOH to accept an accreditation or certification from the
Joint Commission, or “other nationally recognized organizations that use criteria consistent with
the American Heart Association, the American Stroke Association or the Brain Attack
Coalition’s criteria.” The lack of specificity as to the standard by which the DOH will be
expected to determine the level of stroke care provided by a facility can be expected to create
opportunities for at least confusion, inconsistency, and ambiguity as the DOH proceeds with
implementation of the bill, and possibly liability for the State if the DOH’s actions or inability to

act contributed to a stroke patient’s injury or death.
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At page 9, lines 6-9, this bill also requires the DOH to “adopt standardized pre-hospital
stroke-triage assessment guidelines for use by recognized stroke centers and emergency medical
services and publish the guidelines on its website.” This provision is so vague that it can be read
as a mandate to redefine emergency medical services standards of care without providing any
criteria as to what those standards should be.

The Department of the Attorney General has concerns that this bill creates a “regulatory”
scheme, but provides no enforcement authority for the DOH. The lack of a fully developed
regulatory scheme also contributes to the potential for significant liability. For example, at page
6, lines 13-17, this bill requires the hospital or health care facility seeking recognition to submit
an application to the DOH without allowing ﬂle DOH to specify the contents of the application
or the documentation required to support the application. The bill fails to give the DOH any
authority to require additional documentation or investigate the facility seeking recognition. In
fact, if the facility submits documentation of its accreditation or certification from American
Heart Association, American Stroke Association, or Brain Attack Coalition, this bill requires the
DOH to presume that the facility meets the classification criteria set forth in the bill. Because
these organizations and the Joint Commission issue such accreditations or certifications, the
DOH’s determination that a facility meets the criteria for a certain level of recognition does not
appear to be necessary or meaningful. The bill, however, allows recognized hospitals and health
care facilities to advertise to the public their “state-approved status” and “state level
recognition.” Page 8, line 13.

The bill does not give the DOH any authority to enforce this regulatory scheme. As set
forth on page 7, lines 19-22, the only information that the DOH receives about a recognized
facility’s current status is an annual self-report by affidavit of its chief executive officer that the
facility “continues to meet” the necessary criteria. If the facility fails to meet criteria for
recognition for more than six weeks or chooses not to maintain its recognition, it self-reports that
failure or choice to the DOH. See page 8, lines 1-4. The bill, however, does not specify any
process for removal the facility’s name from the DOH’s list of recognized facilities. Other
common aspects of a regulatory scheme are missing from this bill. The bill does not specify a
complaint report and resolution process or authorize the DOH to establish such a process by

rulemaking. The DOH has no authority to suspend or revoke any facility’s level of recognition.
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The bill involves the DOH in improvement of care for stroke patients by mandating that
the DOH require both recognized stroke centers and emergency medical services to demonstrate
effective use of unspecified recommendations and clinical practice guidelines and maintain
quality assurance programs that include performance measurements and improvement activities.
See page 9, lines 11-16. The performance measurements will have to be consistent with
nationally recognized guidelines such as those published by the American Heart Association or
the Joint Commission, and reported to the DOH. Apgain, the lack of a specific standard creates
ambiguity, and the lack of any enforcement powers means that the DOH will be collecting
information that will not lead to remedial action.

In prior testimony on this bill’s companion measure, the Director of Health expressed
“some concerns over what liability the State may incur as an ostensible certifier of the quality of
medical practice and policy.” The Director’s concern is well founded. If a stroke patient
suffered a serious adverse outcome at a hospital or health care facility recognized by the DOH as
providing a certain level of care to stroke patients and if the care provided actually failed to meet
the criteria for the recognized level of care, the DOH could be exposed to significant liability for
the adverse outcome.

Accordingly, the Department of the Attorney General respectfully requests that the
Committee hold this bill.

492602_2.00C
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Fiscal Implications: The Department of Health (DOH) currently does not have funding to support a
comprehensive stroke system of care as described in this measure.

Purpose and Justification: The purpose of HB1482,HDI1 is to establish a state stroke care system
wherein the Department of Health (DOH) approves, recognizes, and publishes online the qualifications
of various facilities in meeting nationally recognized standards for stroke treatment.

Although in strong support of the concept of a statewide comprehensive stroke system, DOH
respectfully requests further study on the matter. We understand there are similar models in other states,
but resist being given this authority until the following issues can be clarified:

1) Liability — the extent to which the State of Hawaii will be liable for the accuracy, completeness,
timeliness, and appropriate use of information regarding the self-reported stroke treatment
qualifications of private hospitals;

2) Cost — the level of appropriation required to implement and maintain this new regulatory and

enforcement authority;

Promoting Lifelong Health & Wellness
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Medical expertise — the capacity, or lack thereof, of the DOH to make a judgment on the
appropriateness of one guideline or the other, including evidence of its adoption, application, and
compliance in actual rﬁedical practice; and

Codification of standards — the appropriateness of codifying in such specificity the standards by
which stroke center classifications are defined, as opposed to the flexibility granted by

memorandums of agreements to keep pace with changes in standards of care.

We understand from discussions with stakeholders that the intent of this bill is not to involve

government in healthcare decisions best left to the private healthcare space and therefore request a

concurrent resolution in place of HB1482,HD1 to accomplish the following:

1)

2)

3)

4)

3)

6)

7

8)

Establish a statewide stroke task force delivedng its findings no later than Opening Day of the
2015 Legislature;

Conduct a needs assessment, in particular assuring that Neighbor Islands issues are adequately
addressed;

Identify epidemiological, social, economic, geographic, linguistic, and environmental barriers to
quality care for stroke patients;

Compare and contrast national and international models, best practices, guidelines, and standards
of care;

Develop a method of evaluation;

Refine the collection, analysis, and use of a data, including a stroke registry;

Propose a legal framework that supports Continuous Quality Improvement among all Hawaii's
stroke care continuum;

Assure alignment with the State’s Healthcare Transformation priorities, including the Affordable

Care Act and Meaningful Use of Health Information Technology;
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9) Develop a plan to implement a stroke system of care that sets benchmarks, milestones, and mid-
and long-term objectives; and
10) Recommend an adequate appropriation amount for any new responsibilities created for the DOH.
In the absence of a resolution in lieu of this bill, the DOH requests HB1482,HD1 be amended to include
an appropriation and expending authority for DOH.

Thank you for the opportunity to testify on this important community health matter.
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