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FIRST REGULAR SESSION

HOUSE BILL NO. 497

95TH GENERAL ASSEMBLY

INTRODUCED BY REPRESENTATIVES ERVIN (Sponsor), COX, WOOD, FUNDERBURK,
MUNZLINGER, WASSON, COOPER, SCHAD, WILSON (119), NANCE, SANDER, STREAM, SILVEY,
EMERY, NOLTE, BIVINS, RUESTMAN, DAVIS AND SCHAAF (Co-sponsors).

1260L.03I D. ADAM CRUMBLISS, Chief Clerk

AN ACT

To amend chapters 191 and 197, RSMo, by adding thereto sixteen new sections relating to
patient safety, with a penalty provision.

Be it enacted by the General Assembly of the state of Missouri, as follows:

Section A. Chapters 191 and 197, RSMo, are amended by adding thereto sixteen new
sections, to be known as sections 191.1005, 191.1008, 191.1010, 197.550, 197.553, 197.556,
197.559, 197.562, 197.565, 197.568, 197.571, 197.574,197.577, 197.580, 197.583, and 197.586,
to read asfollows:

191.1005. 1. For purposes of this section, the following ter ms shall mean:

(1) " Estimateof cost” , an estimatebased on specific patient information or gener al
assumptionsabout typical utilization and costsfor medical services. Upon written request
by a patient, a provider shall be required to providethe patient atimely estimate of cost
for any elective or nonemergent health care service. Such requirement shall not apply to
emer gency health careservices. Any estimate of cost may include adisclaimer noting the
actual amount billed may be different from the estimate of cost;

(2) "Insurer" , thesame meaning astheterm " health carrier” isdefined in section
376.1350, RSM o, and includesthestateof Missouri for purposesof therendering of health
care services by providersunder a medical assistance program of the state.

2. Programs of insurers that publicly assess and compare the quality and cost
efficiency of health care providersshall conform to thefollowing criteria:

EXPLANATION — Matter enclosed in bold-faced brackets [thus] in the above bill isnot enacted and is intended
to be omitted from the law. Matter in bold-face typein the above bill is proposed language.
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(1) Theinsurersshall retain, at their own expense, the services of a nationally-
recognized independent health care quality standard-setting organization to review the
plan's programs for consumersthat measure, report, and tier providers based on their
performance. Such review shall includea comparison to national standardsand areport
detailingthemeasur esand methodologiesused by thehealth plan. Thescopeof thereview
shall encompass all elementsdescribed in this section and section 191.1008;

(2) The program measures shall provide performance information that reflects
consumers health needs. Programs shall clearly describe the extent to which they
encompass particular areas of care, including primary care and other areas of specialty
care

(3) Performance reporting for consumers shall include both quality and cost
efficiency information. Whilequality information may bereported in theabsence of cost-
efficiency, cost-efficiency infor mation shall not ber eported without accompanying quality
information;

(49 When any individual measures or groups of measures are combined, the
individual scores, proportionate weighting, and any other formula used to develop
composite scores shall be disclosed. Such disclosure shall be done both when quality
measur es are combined and when quality and cost efficiency are combined;

(5) Consumersor consumer organizationsshall besolicited toprovideinput onthe
program, including methods used to deter mine perfor mance strata;

(6) A clearly defined processfor receiving and resolving consumer complaintsshall
be a component of any program;

(7) Performance information presented to consumers shall include context,
discussion of data limitations, and guidance on how to consider other factorsin choosing
aprovider;

(8) Relevant providers and provider organizations shall be solicited to provide
input on the program, including the methods used to deter mine perfor mance strata;

(9) Providers shall be given reasonable prior notice before their individual
performance information is publicly released,;

(10) A clearly defined process for providers to request review of their own
performance results and the opportunity to present information that supportswhat they
believe to beinaccurate results, within a reasonable time frame, shall be a component of
any program. Resultsdeter mined to beinaccurate after thereconsideration process shall
be corrected,;

(11) Information about the comparative performance of providers shall be
accessible and under standable to consumers and providers;
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(12) Information about factors that might limit the usefulness of results shall be
publicly disclosed;

(13) Measuresused to assess provider performance and the methodology used to
calculatescor esor deter minerankingsshall bepublished and madereadily availabletothe
public. Some elements shall be assessed against national standards. Examples of
measur ement elementsthat shall be assessed against national standardsinclude: risk and
severity adjustment, minimum observations, and statistical standardsutilized. Examples
of other measurement elements that shall be fully disclosed include: data used, how
providers patients are identified, measure specifications and methodologies, known
limitations of the data, and how episodes are defined;

(14) Therationaleand methodologiessupportingtheunit of analysisreported shall
be clearly articulated, including a group practice model versustheindividual provider;

(15) Sponsorsof provider measurement and reporting shall work collabor atively
to aggregate data whenever feasible to enhance its consistency, accuracy, and use.
Sponsor s of provider measurement and reporting shall also work collaboratively to align
and harmonizemeasur esused to promote consistency and reducethebur den of collection.
The nature and scope of such efforts shall be publicly reported;

(16) Theprogram shall beregularly evaluated to assess its effectiveness and any
unintended consequences,

(17) Measuresshall bebased on national standards. The primary source shall be
measur esendor sed by the National Quality Forum (NQF). When non-NQF measuresare
used because NQF measures do not exist or are unduly burdensome, it shall be with the
understanding that they will be replaced by compar able NQF-endor sed measures when
available;

(18) Where NQF-endor sed measuresdo not exist, the next level of measuresto be
consider ed, totheextent practical, shall bethoseendor sed by theAmbulatory CareQuality
Alliance, national accrediting or ganizations such as the National Committee for Quality
Assurance, or theJoint Commission on the Accr editation of Healthcar e Or ganizationsand
federal agencies;

(19) Supplemental measures are permitted if they address ar eas of measurement
for which national standards do not yet exist or for which existing national standard
measur e requirementsar e unreasonably burdensome on providersor program sponsors.
Supplemental measuresmay beused if they arepart of apilot program to assessthe extent
to which the measures could fill national gaps in measurement. When supplemental
measures ar e used they shall reasonably adhereto the NQF measure criteria, including
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importance, scientificacceptability, feasibility and usability, and may include sour cessuch
asprovider specialty society guidelines,

(20) The public, including consumers and employers, has a right to obtain
information to assist them in comparing the cost and quality of health care services and
health careproviders. Health carriersshall havethe ability to use data for such purpose
which iscollected from medical claims, health careproviders, or other sources, including
thefederal Centersfor Medicareand Medicaid Services(CM S) and other entitiesfor such
purpose. Health carriersare prohibited from entering into new contracts or amending
existing contracts with health care providersthat limit the use of medical claims datato
payment of claimsor otherwise preclude health carriersfrom responding to the public's
need for comparative cost, quality, and efficiency information, or other performance
information, on health care servicesand health care providers. Health carriershavethe
right to amend existing contractswith health care provider sto conform with this section.
Health carriers may use claims and contracted rate data to report on cost, quality, and
efficiency consistent with thepatient charter or other nationally r ecognized standar ds, such
asthoseissued by theNational Committeefor Quality Assurance. Nohealth carrier or any
other entity shall use such information in amanner that violates any state or federal law,
including antitrust law.

191.1008. 1. Any personwhosellsor otherwisedistributestothepublichealth care
quality and cost efficiency data for disclosure in comparative format to the public shall
identify themeasur esour ceor evidence-based sciencebehind themeasureand thenational
consensus, multi-stakeholder, or other peer review process, if any, used to confirm the
validity of the data and itsanalysis as an objective indicator of health care quality.

2. Articlesor research studieson thetopic of health care quality or cost efficiency
that are published in peer-reviewed academic journalsthat do not receive funding from
or isaffiliated with a health careinsurer or by state or local government shall be exempt
from the requirements of subsection 1 of this section.

3. (1) Upon receipt of acomplaint of an alleged violation of thissection by aperson
or entity other than a health carrier, the department of health and senior services shall
investigate the complaint and, upon finding that a violation has occurred, shall be
authorized to impose a penalty in an amount not to exceed one thousand dollars. The
department shall promulgate rules governing its processes for conducting such
investigations and levying fines authorized by law.

(2) Anyruleor portion of arule, asthat termisdefined in section 536.010, RSMo,
that iscreated under the authority delegated in this section shall become effective only if
it complies with and is subject to all of the provisions of chapter 536, RSMo, and, if



H.B. 497 5

19
20
21
22
23

© 0 ~NO 01T~ WD W

N IDNDNDNDNDNMNNDNNRPEPEPRPRPEPRPEPRPEPRPEPRERPPREPERE
~N~No o0k WNPEFPE OO ~NOOO M WwDNPEO

applicable, section 536.028, RSMo. Thissection and chapter 536, RSM o, ar enonsever able
and if any of the power svested with the gener al assembly pur suant to chapter 536, RSMo,
to review, to delay the effective date, or to disapprove and annul a rule are subsequently
held unconstitutional, then the grant of rulemaking authority and any rule proposed or
adopted after August 28, 2009, shall beinvalid and void.

191.1010. All alleged violationsof sections191.1005t0191.1008 by a health insurer
shall beinvestigated and enforced by the department of insurance, financial institutions
and professional registration under thedepartment'spower sand responsibilitiestoenfor ce
the insurance laws of this statein accor dance with chapter 374, RSMo.

197.550. Asused in sections 197.550 to 197.586, the following ter ms shall mean:

(1) "ldentifiableinformation” , information that is presented in aform or manner
that allowstheidentification of any provider, patient, or reporter of patient safety work
product. With respect to patients, such information includesany individually identifiable
health information, asdefined in federal regulations promulgated under Section 264(c) of
the Health Insurance Portability and Accountability Act of 1996, as amended;

(2) "Nonidentifiable information”, information that is presented in a form and
manner that prevents the identification of any provider, patient, or reporter of patient
safety work product. With respect to patients, such information shall be de-identified
consistent with the federal regulations promulgated under Section 264(c) of the Health
Insurance Portability and Accountability Act of 1996, as amended,;

(3) "Patient safety organization", any entity which:

(a) Isorganized asan independent nonprofit corporation under Section 501(c)(3)
of the Internal Revenue Code of 1986, as amended, and applicable state law governing
nonpr ofit corporations,

(b) Meetsthestatutory and regulatory criteriafor certification asa patient safety
organization under the federal Patient Safety and Quality | mprovement Act of 2005, 42
U.S.C. Section 299b-21, et seq., as amended, and regulations promulgated thereunder;

(c) Hasagoverning board or advisory committee that includesrepresentatives of
hospitals, physicians, an employer or group representingemployer s, an insurancecompany
or group representing insurance companies, thelong-term careindustry, and afederally-
recognized quality improvement or ganization that contractswith thefederal gover nment
to review medical necessity and quality assurancein the M edicar e program;

(d) Conducts, asthe organization's primary activity, efforts to improve patient
safety and the quality of health care delivery;

(e) Collects and analyzes patient safety work product that is submitted by
providers;
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(f) Developsand disseminatesevidence-based infor mation to provider swith respect
toimproving patient safety, such asrecommendations, protocols, or infor mation regarding
best practices,

(g) Utilizes patient safety work product to carry out activities limited to those
described under this section and for the purposes of encouraging a culture of safety and
of providing direct feedback and assistance to providersto effectively minimize patient
risk;

(h) Maintainsconfidentiality with respect toidentifiableinformation under federal
and state law and regulations;

(i) I'mplementsappropriate security measureswith respect to patient safety work
product;

(j) Submits, if authorized by itsgoverning board and certified by federal law and
regulation, nonidentifiable information to a national patient safety database;

(k) Provides technical support to health care providers in the collection,
submission, and analysis of data and patient safety activities as described in sections
197.553 and 197.562;

(4) " Patient safety work product”, the same meaning as such term is defined in
federal regulations promulgated to implement the federal Patient Safety and Quality
Improvement Act of 2005, 42 U.S.C. Section 299b-21, et seq., as amended;

(5) "Provider", the same meaning as such term isdefined in federal regulations
promulgated to implement the federal Patient Safety and Quality I mprovement Act of
2005, 42 U.S.C. Section 299b-21, et seq., as amended;

(6) "Reportableincident”, an occurrence of a serious reportable event in health
care as such event isdefined in this section;

(7) " Reportableincident prevention plan™, awritten plan that:

(@) Defines, based on a root cause analysis, specific changes in organizational
policies and procedures designed to reduce therisk of similar incidentsoccurring in the
futureor that provides arationale that no such changes are warranted;

(b) Setsdeadlinesfor theimplementation of such changes;

(c) Establisheswhoisresponsiblefor making the changes, and

(d) Providesa mechanism for evaluating the effectiveness of such changes;

(8) " Root causeanalysis', astructureprocessfor identifyingbasicor causal factors
that underlie variation in performance, including but not limited to the occurrence or
possible occurrence of areportableincident. A root cause analysis focuses primarily on
systems and processes rather than individual performance and progresses from special
causes in clinical processes to common causes in organization processes and identifies
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potential improvementsin processesor systemsthat would tend to decreasethelikelihood
of such events in the future, or determines after analysis that no such improvement
opportunities exists;

(9) " Seriousreportableevent in health care", an occurrence of oneor moreof the
actionsor outcomesincluded in thelist of seriousadverse eventsin health careasinitially
defined by theNational Quality ForuminitsMarch 2002 report and subsequently updated
by the National Quality Forum, including all criteria established for identifying such
events.

197.553. 1. Beginning January 1, 2010, a hospital shall report each reportable
incident to a federally-designated patient safety organization, as defined by the federal
Patient Safety and Quality Improvement Act of 2005, asamended. The hospital'sinitial
report of theincident shall besubmitted tothe patient safety or ganization nolater than the
close of business on the next business day following discovery of theincident. Theinitial
report shall include a description of immediate actions to be taken by the hospital to
minimizetherisk of harm to patientsand prevent areoccurrenceand verification that the
hospital's patient safety and performance improvement review processes areresponding
tothereportableincident. The hospital shall, within forty-five days after theincident is
discovered, submit a completed root cause analysis and a reportableincident prevention
plan to the patient safety organization.

2. Uponrequest of thehospital, a patient safety or ganization may providetechnical
assistance in the development of a root cause analysisor reportable incident prevention
plan relating to a reportableincident. If the patient safety organization finds theinitial
report, root cause analysis, or reportable incident prevention plan to be insufficient, the
hospital shall havetwo attemptsto correct. If such attemptsareunsuccessful, the hospital
shall conduct the process with the department of health and senior services. If a hospital
chooses not to provide an initial report, root cause analysis, or reportable incident
prevention plan to afederally-designated patient safety organization within the specified
time frames, the hospital shall submit all three elementsto the department of health and
Senior services.

3. All hospitals shall establish a policy wher eby the patient or the patient'slegally
authorized representative is notified of the occurrence of a serious reportable event in
health care. Such notification shall be provided not later than one business day after the
hospital or itsagent becomes awar e of the occurrence. Thetime, date, participants, and
content of the notification shall be documented in the patient's medical record. The
provision of noticeto a patient under thissection shall not, in any action or proceeding, be
considered an acknowledgment or admission of liability.
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197.556. Under paragraphs(f) and (g) of subdivision (3) of section 197.550 and 42
U.S.C. Section 299b-21, et seq., the patient safety or ganization shall assesstheinformation
provided regarding the reportable incident and furnish the hospital with a report of its
findings and recommendations as to how to prevent futureincidents.

197.559. 1. Theprovisionsof sections197.550 to 197.586 shall not be construed to:

(1) Restrict theavailability of information gleaned from original sour ces,

(2) Limit thedisclosure or use of information from original sourcesregarding a
reportableincident to:

(a) Stateor federal agenciesor law enforcement under law or regulation; or

(b) Health carefacility accreditation agencies.

2. Nothing in sections 197.550 to 197.586 shall modify the duty of a hospital to
report disciplinary actions or medical malpractice actions against a health care
professional under law.

197.562. The department of health and senior services shall publish an annual
report to the public on reportableincidents. Thefirst report shall includetwelve months
of reported data and shall be published not morethan fifteen months after the date data
collection begins. Thereport shall indicate the number of reportable events by the then
current National Quality Forum category of reportable incident and rate per patient
encounter by region and by category of reportable incident, as such categories are
established by the National Quality Forum in defining reportable incidents, and may
identify reportableincidents by type of facility. Thereport for the previousyear shall be
madepublicnolater than April thirtieth. For purposesof theannual report, thestateshall
bedivided intonofewer than threeregions, with the St. L ouismetropolitan statistical area
being oneof theregions. To providethedepartment with thisdata, hospitalsshall report
errorsquarterly tothe department. Such reportsshall includethe type of error, rate of
error, whether death or seriousdisability occurred, and whether ar oot causeanalysisand
a reportable incident prevention plan have been submitted to the patient safety
organization. The department shall determine when a frequency or pattern of harm
necessitates further action.

197.565. No person shall disclose the actions, decisions, proceedings, discussions,
or deliberationsoccurring at ameeting of a patient safety or ganization except totheextent
necessary to carry out one or more of the purposes of a patient safety organization. A
meeting of the patient safety organization shall include:

(1) Any meetings of:

(@) Thepatient safety organization;

(b) Theorganization's staff;
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(c) Theorganization's governing body;

(d) Any and all committees, work groups, and task forces of the organization,
whether or not formally appointed by the governing body;

(e) Theorganization's president and chair person; and

(2) Any meetingin any setting in which patient safety work product isdiscussed in
the normal course of carrying out business of the patient organization.

The proceedings and records of a patient safety organization shall not be subject to
discovery or introduction into evidence in any civil action against a provider arising out
of the matter or matters that are the subject of consideration by a patient safety
organization. Information, documents, or records otherwise available from original
sour ces shall not beimmune from discovery or usein any civil action merely becausethey
wer e presented during proceedingsof apatient safety organization. Theprovisionsof this
section shall not be construed to prevent a person from testifying to or reporting
information obtained independently of the activities of a patient safety organization or
which is public information.

197.568. Patient safety wor k product shall beprivileged and confidential under the
federal Patient Safety and Quality | mprovement Act of 2005, 42 U.S.C. Section 299b-21,
et seq., asamended, and regulations promulgated thereunder.

197.571. 1. Any referenceto or offer into evidencein the presence of thejury or
other fact finder or admission into evidence of patient safety work product during any
proceeding that is contrary to sections 197.550 to 197.586 shall constitute groundsfor a
mistrial or asimilar termination of theproceedingand rever sibleerror on appeal from any
judgment or order entered in favor of any party who so discloses or offersinto evidence
patient safety work product.

2. The prohibition against discovery, disclosure, or admission into evidence of
patient safety work product isin addition to any other protections provided by law.

197.574. A patient safety or ganization may disclosenonidentifiableinfor mation and
nonidentifiable aggregate trend data identifying the number and types of patient safety
eventsthat occur. A patient safety organization shall publish educational and evidence-
based information from thesummary reportsthat can beused by all providerstoimprove
the care provided.

197.577. 1. Theconfidentiality of patient safety work product shall in no way be
impaired or otherwiseadver sely affected solely by reason of the submission of thesameto
apatient safety organization. Theconfidentiality of patient safety wor k product submitted
in compliancewith sections 197.550to 197.586 to a patient safety or ganization shall not be
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adversely affected if the entity later ceases to meet the statutory definition of a patient
safety organization.

2. The exchange or disclosure of patient safety work product by a patient safety
organization shall not constituteawaiver of confidentiality or privilegeby thehealth care
provider who submitted the data.

197.580. Any provider furnishing servicesto apatient safety or ganization shall not
be liable for civil damages as a result of such acts, omissions, decisions, or other such
conduct in connection with the lawful duties on behalf of a patient safety organization,
except for acts, omissions, decisions, or conduct donewith actual malice, fraudulent intent,
or bad faith.

197.583. For any hospital that reportsareportableincident under section 197.553,
aclaim for payment filed by the hospital for health care servicesrelated to areportable
incident shall not be subject to section 375.300 or 375.1000, RSMo.

197.586. 1. Beginning January 1, 2010, any hospital that reports a reportable
incident shall not chargefor or bill any entity, including third-party payorsand patients,
for all servicesrelated tothereportableincident. If athird-party payor deniesaclaim, in
whole or in part, because there is no coverage for services that resulted in any of the
reportableincidentsdescribed in sections 197.550 to 197.586, the health car e pr ofessional
or facility that provided such services is prohibited from billing the patient for such
Services.

2. For purposes of this section, "third-party payor" means a health carrier as
defined in section 376.1350, RSMo, an organization entered into a preferred provider
agreement, and athird-party administrator for a self-funded health benefit plan.

v



