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SENATE BI LL 6457

St ate of WAshi ngt on 60t h Legi sl ature 2008 Regul ar Sessi on
By Senators Keiser and Kohl-Wlles; by request of Governor Gegoire

Read first tinme 01/16/08. Referred to Commttee on Health & Long-
Term Car e.

AN ACT Rel ating to the adverse health events and incident reporting
system anending RCW 70.56.010, 70.56.010, 70.56.020, 70.56.030,
70. 56. 040, and 70.56.050; reenacting and anending RCW 42.56.360 and
42.56. 360; providing an effective date; and providing an expiration
dat e.

BE | T ENACTED BY THE LEG SLATURE OF THE STATE OF WASHI NGTON:

Sec. 1. RCW70.56.010 and 2006 ¢ 8 s 105 are each anended to read
as follows:

The definitions in this section apply throughout this chapter
unl ess the context clearly requires otherw se.

(1) "Adverse health event" or "adverse event" neans the list of
serious reportable events adopted by the national quality forum in
2002, in its consensus report on serious reportable events in health
care. The departnent shall update the list, through adoption of rules,
as subsequent changes are nade by the national quality forum The term
does not include an incident.

(2) "Anbul atory surgical facility" nmeans any distinct entity that
operates exclusively for the purpose of providing surgical services to
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patients not requiring hospitalization, whether or not the facility is
certified under Title XVIIl of the federal social security act.

(3) "Childbirth center" nmeans a facility licensed under chapter
18. 46 RCW

(4) "Correctional nedical facility" neans a part or unit of a
correctional facility operated by the departnent of corrections under
chapter 72.10 RCWthat provides nedical services for lengths of stay in
excess of twenty-four hours to offenders.

(5) "Departnent" neans the departnent of health.

(6) "Health care worker" neans an enpl oyee, independent contractor,
licensee, or other individual who is directly involved in the delivery
of health services in a nedical facility.

(7) "Hospital"™ nmeans a facility licensed under chapter 70.41 RCW

(8) "Incident" neans an event, occurrence, or situation involving
the clinical care of a patient in a nedical facility that:

(a) Results in unanticipated serious injury to a patient that is
not related to the natural course of the patient's illness or
under | ying condition and does not constitute an adverse event; or

(b) Could have injured the patient but did not either cause an
unanticipated injury or require the delivery of additional health care
services to the patient.

"I'ncident" does not include an adverse event.

(9) "Independent entity" neans that entity that the departnent of
health contracts wth under RCW 70.56.040 to receive notifications and
reports of adverse events and incidents, and carry out the activities
specified in RCW 70. 56. 040.

(10) "Medical facility" means a childbirth center, hospital,
psychiatric hospital, or correctional nedical facility. An anbul atory
surgical facility shall be considered a nedical facility for purposes
of this chapter upon the effective date of any requirenent for state
registration or licensure of anbulatory surgical facilities.

(11) "Psychiatric hospital"™ means a hospital facility licensed as
a psychiatric hospital under chapter 71.12 RCW

Sec. 2. RCW70.56.010 and 2007 ¢ 273 s 20 are each anmended to read
as follows:

The definitions in this section apply throughout this chapter
unl ess the context clearly requires otherw se.
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(1) "Adverse health event" or "adverse event" neans the list of
serious reportable events adopted by the national quality forum in
2002, in its consensus report on serious reportable events in health
care. The departnent shall update the list, through adoption of rules,
as subsequent changes are nade by the national quality forum The term
does not include an incident.

(2) "Anbulatory surgical facility" nmeans a facility |icensed under
chapter 70.230 RCW

(3) "Childbirth center" nmeans a facility licensed under chapter
18. 46 RCW

(4) "Correctional nedical facility" neans a part or unit of a
correctional facility operated by the departnent of corrections under
chapter 72.10 RCWthat provides nedical services for lengths of stay in
excess of twenty-four hours to offenders.

(5) "Departnment" neans the departnent of health.

(6) "Health care worker" neans an enpl oyee, independent contractor,
licensee, or other individual who is directly involved in the delivery
of health services in a nedical facility.

(7) "Hospital"™ means a facility licensed under chapter 70.41 RCW

(8) "Incident" neans an event, occurrence, or situation involving
the clinical care of a patient in a nmedical facility that:

(a) Results in unanticipated serious injury to a patient that is
not related to the natural course of the patient's illness or
under |l ying condition and does not constitute an adverse event; or

(b) Could have injured the patient but did not either cause an
unanticipated injury or require the delivery of additional health care
services to the patient.

"I'ncident" does not include an adverse event.

(9) "Independent entity" nmeans that entity that the departnent of
health contracts wth under RCW 70.56.040 to receive notifications and
reports of adverse events and incidents, and carry out the activities
specified in RCW 70. 56. 040.

(10) "Medical facility" means a childbirth center, hospital,
psychiatric hospital, or correctional nedical facility. An anbul atory
surgical facility shall be considered a nedical facility for purposes
of this chapter upon the effective date of any requirenent for state
registration or licensure of anmbulatory surgical facilities.
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(11) "Psychiatric hospital" means a hospital facility licensed as
a psychiatric hospital under chapter 71.12 RCW

Sec. 3. RCW70.56.020 and 2006 ¢ 8 s 106 are each anended to read
as follows:

(1) The legislature intends to establish an adverse health events
and incident notification and reporting system that is designed to
facilitate quality inprovenent in the health care system inprove
patient safety, assist the public in nmaking inforned health care
choi ces, and decrease nedical errors in a nonpunitive manner. The
notification and reporting system shall not be designed to punish

errors by health care practitioners or health care facility enpl oyees.

eccurred—)) Wien a nedical facility confirnms that an adverse event has
occurred, it shall submt to the departnent of health:

(a) Notification of the event within forty-eight hours; and

(b) Areport regarding the event within forty-five days.

The notification and report shall be submtted to the departnent
using the internet-based system established under RCW 70. 56. 040(2) .

(3) The notification and report shall be filed in a format
specified by the departnent after consultation with nedical facilities
and the independent entity. The format shall identify the facility,
but shall not include any identifying information for any of the health
care professionals, facility enployees, or patients involved. Thi s
provi sion does not nodify the duty of a hospital to nmake a report to
the departnment of health or a disciplinary authority if a licensed
practitioner has commtted unprofessional conduct as defined in RCW
18. 130. 180.

(4) As part of the report filed under subsection (2)(b) of this
section, the nedical facility nust conduct a root cause analysis of the
event, describe the corrective action plan that will be inplenented
consistent with the findings of the analysis, or provide an explanation
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of any reasons for not taking corrective action. The departnent shal

adopt rules, in consultation wth nedical facilities and the
i ndependent entity, related to the formand content of the root cause
analysis and corrective action plan. In developing the rules,

consideration shall be given to existing standards for root cause
anal ysis or corrective action plans adopted by the joint comm ssion on
accreditation of health facilities and other national or governnental
entities.

(5) If, in the course of investigating a conplaint received froman
enpl oyee of a nmedical facility, the departnent determ nes that the
facility has not ((+eperted)) provided notification of an adverse event
or undertaken efforts to investigate the occurrence of an adverse
event, the departnent shall direct the facility to ((+epert)) provide
notification or to undertake an investigation of the event.

(6) The protections of RCW 43.70.075 apply to ((reperts))
notifications of adverse events that are submtted in good faith by
enpl oyees of nedical facilities.

Sec. 4. RCW70.56.030 and 2007 ¢ 259 s 13 are each anmended to read
as follows:

(1) The departnent shall:

(a) Receive and investigate, where necessary, notifications and
reports of adverse events, including root cause anal yses and corrective
action plans submtted as part of reports, and comunicate to
individual facilities the departnent's conclusions, if any, regarding
an adverse event reported by a facility;

(b) Provide to the Washington state quality forum established in
RCW 41. 05. 029 such information from the adverse ((health—events—and
rhretdents—reports—rade—under—this—echapter)) events notifications under
RCW 70.56.020(2)(a), the adverse events reports under RCW
70.56.020(2)(b), and the incidents notifications under RCWN 70.56. 040(5)
as the departnment and the Washington state quality forumdetermne wll
assist in the Wshington state quality forums research regarding
health care quality, evidence-based nedicine, and patient safety.
((Aay)) Shared information ((rust—be—aggregated—and—not)) shal
identify an individual nedical facility. As determned by the
departnment and the Washington state quality forum selected shared
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i nformati on, ot herwi se  subj ect to public disclosure, my be
di ssem nated on the Washington state quality forums web site and
t hrough ot her appropriate nmeans; ((and))

(c) Make available to the public the notifications of adverse
events under RCW 70.56.020(2)(a) and notifications of incidents as
defined in RCW 70.56.010(8) (a) under RCW 70.56.040(5); and

(d) Adopt rules as necessary to inplenent this chapter.

(2) The departnent may enforce the notification and reporting
requi renents of RCW 70.56.020 using its existing enforcenent authority
provided in chapter 18.46 RCWfor childbirth centers, chapter 70.41 RCW
for hospitals, and chapter 71.12 RCWfor psychiatric hospitals.

Sec. 5. RCW70.56.040 and 2006 ¢ 8 s 108 are each anended to read
as follows:

(1) The departnent shall contract with a qualified, independent
entity to receive notifications and reports of adverse events and
incidents, and carry out the activities specified in this section. 1In
establishing qualifications for, and choosing the independent entity,
t he departnent shall strongly consider the patient safety organization
criteria included in the federal patient safety and quality inprovenent
act of 2005, P.L. 109-41, and any regul ations adopted to inplenent this
chapter.

(2) The independent entity shall:

(a) In collaboration with the departnent of health, establish an
i nternet-based system for nedical facilities and the health care
workers of a nedical facility to submt notifications and reports of
adverse events and incidents, which shall be accessible twenty-four
hours a day, seven days a week. The systemshall be a portal to report
both adverse events and incidents, and notifications and reports of
adverse events shall be imediately transmtted to the departnent. The
system shall be a secure system that protects the confidentiality of
personal health information and provider and facility specific
information submtted in notifications and reports, i ncl udi ng
appropriate encryption and an accurate neans of authenticating the
((+dent+yfident+ty})) identity of users of the system

(b) Collect, analyze, and evaluate data regarding notifications and
reports of adverse events and incidents, including the identification
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of performance indicators and patterns in frequency or severity at
certain nedical facilities or in certain regions of the state;

(c) Devel op recommendations for changes in health care practices
and procedures, which may be instituted for the purpose of reducing the
nunber or severity of adverse events and incidents;

(d) Directly advise reporting nedical facilities of inmediate
changes that can be instituted to reduce adverse events or incidents;

(e) | ssue reconmendat i ons to medi cal facilities on a
facility-specific or on a statew de basis regarding changes, trends,
and inprovenents in health care practices and procedures for the
purpose of reducing the nunber and severity of adverse events or
i nci dents. Prior to issuing recommendations, consideration shall be
given to the followng factors: Expectation of inproved quality of
care, i npl ementation feasibility, other relevant inplenentation
practices, and the cost inpact to patients, payers, and nedical
facilities. St atewi de recommendati ons shall be issued to nedical
facilities on a continuing basis and shall be published and posted on
a publicly accessible web site. The recommendati ons nade to nedica
facilities under this section shall not be considered mandatory for
| i censure purposes unless they are adopted by the departnent as rules
pursuant to chapter 34.05 RCW and

(f) Monitor inplenmentation of reporting systens addressi ng adverse
events or their equivalent in other states and nake recommendations to
t he governor and the legislature as necessary for nodifications to this
chapter to keep the system as nearly consistent as possible wth
simlar systens in other states.

(3) The independent entity shall report no |ater than January 1,
2008, and annually thereafter to the governor and the |legislature on
the activities under this chapter in the preceding year. The report
shal | incl ude:

(a) The nunber of adverse events and incidents reported by nedical
facilities ((enr—a—geegraphical—basts)) and their outcones. For each
facility, the report shall identify the date of each occurrence of an
adverse event or incident, as defined in RCW70.56.010(8)(a), the type
of adverse event or incident, as defined in RCW 70.56.010(8)(a), and
other information as determ ned by the department to be relevant to
establish context for consuners of health care. Such information may
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include relevant descriptive information about the nunber and acuity
level of patients at the nmedical facility and the nedical facility's
efforts to discover and prevent simlar adverse events and incidents;

(b) The information derived fromthe data collected, including any
recogni zed trends concerning patient safety; and

(c) Recommendations for statutory or regulatory changes that may
hel p i nprove patient safety in the state.

The annual report shall be nade avail able for public inspection and
shall be posted on the departnent's and the independent entity's web
site.

(4) The independent entity shall conduct all activities under this
section in a manner that preserves the confidentiality of facilities,
docunents, materials, or information mnade confidential by RCW
70. 56. 050.

(5 Medical facilities and health care workers may ((+epert))
provide notification of incidents to the independent entity. The
((repoert)) notification shall be filed in a format specified by the
i ndependent entity, after consultation wth the departnent and nedi cal
facilities, and shall identify the facility but shall not include any
identifying information for any of the health care professionals,
facility enployees, or patients involved. This provision does not
nodi fy the duty of a hospital to make a report to the departnent or a
disciplinary authority if a licensed practitioner has commtted
unpr of essi onal conduct as defined in RCW18.130.180. The protections
of RCW 43.70.075 apply to ((+eperts)) notifications of incidents that
are submtted in good faith by enpl oyees of nedical facilities.

Sec. 6. RCW70.56.050 and 2006 ¢ 8 s 110 are each anended to read
as follows:

(1) Wen ((a notification or report of an adverse event or incident
vhrder—ROM-70-56-020—6+—70-56-040)) notification of an adverse event
under RCW 70.56.020(2)(a) or of an incident under RCW 70.56.040(5), or
a report regarding an adverse event under RCW 70.56.020(2)(b) is made
by or through a coordinated quality inprovenent program under RCW
43.70.510 or 70.41.200, or by a peer review commttee under RCW
4.24.250, information and docunents, including conplaints and incident
reports, created specifically for and collected and maintained by a
quality inprovenent conmmttee for the purpose of preparing a
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notification ((er—+epoert)) of an adverse event or incident, ((ard)) or
a report regarding an adverse event, the ((netifi+eation—ofr)) report
itself, and the notification of an incident, as defined in RCW
70.56.010(8)(b), shall be subject to the confidentiality protections of
those laws and RCW ((423+330{H{hh)r—and)) 42.56.360(1)(c). The
notification of an adverse event or an incident, as defined in RCW
70.56.010(8)(a), shall be subject to public disclosure and not exenpt
from di scl osure under chapter 42.56 RCW

(2) When ((a—ne%+#+eaP+eﬂ—eF—+eﬁe%%—e#—an—adve#se—eveﬂ%—e#—+ne+denp

6-040) )

notification of an adverse event under RCW 70.56. 020(2)(a) or of an
i nci dent under RCW 70.56.040(5), or a report regarding an adverse event
under RCW 70.56.020(2)(b), nmade by a health care worker uses
i nformati on and docunents, including conplaints and incident reports,
created specifically for and collected and maintained by a quality
i nprovenent conmm ttee under RCW43.70.510 or 70.41.200 or a peer review
commttee under RCW 4.24.250, ((+he)) a notification ((e+r)) of an
incident, as defined in RCW 70.56.010(8)(b), the report itself, and the
information or docunents used for the purpose of preparing ((the))
notifications or the report, shall be subject to the confidentiality
protections of those laws and RCW ((423F330(H{hh)r——and))
42.56.360(1)(c). The notification of an adverse event or an incident,
as defined in RCW 70.56.010(8)(a), shall be subject to public
di scl osure and not exenpt from di sclosure under chapter 42.56 RCW

(3) Nothing in this section precludes the disclosure of information
specified in RCW 70. 56. 040(3).

Sec. 7. RCW42.56.360 and 2007 ¢ 261 s 4 and 2007 c¢ 259 s 49 are
each reenacted and anmended to read as foll ows:

(1) The following health care information is exenpt from discl osure
under this chapter

(a) Information obtained by the board of pharmacy as provided in
RCW 69. 45. 090;

(b) Information obtained by the board of pharmacy or the depart nent
of health and its representatives as provided in RCW 69.41.044,
69. 41. 280, and 18. 64. 420;

(c) Information and docunents created specifically for, and
coll ected and maintained by a quality inprovenent comm ttee under RCW
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43.70.510 or 70.41.200, or by a peer review commttee under RCW
4.24.250, or by a quality assurance conmttee pursuant to RCW 74. 42. 640
or 18.20.390, or by a hospital, as defined in RCW 43.70.056, for

reporting of health care-associated infections under RCW 43.70. 056,

( { and—not+H-cattons—or—reports—ol—adverse—events—or—inetdents—amnde
uhder—ROW70-56-020—6+—F0-56-040-)) a notification of an incident, as

defined in RCW 70.56.010(8)(b), and reports regarding adverse events
under RCW 70. 56.020(2)(b), regardl ess of which agency is in possession
of the information and docunents;

(d)(i) Proprietary financial and commercial information that the
submtting entity, wth review by the departnent of health
specifically identifies at the tinme it is submtted and that 1is
provided to or obtained by the departnent of health in connection with
an application for, or the supervision of, an antitrust exenption
sought by the submtting entity under RCW43.72. 310;

(1i) If a request for such information is received, the submtting
entity must be notified of the request. Wthin ten business days of
receipt of the notice, the submtting entity shall provide a witten
statenment of the continuing need for confidentiality, which shall be
provided to the requester. Upon receipt of such notice, the departnent
of health shall continue to treat information designated under this
subsection (1)(d) as exenpt from discl osure;

(tit) If the requester initiates an action to conpel disclosure
under this chapter, the submtting entity nust be joined as a party to
denonstrate the continuing need for confidentiality;

(e) Records of the entity obtained in an action under RCW 18. 71. 300
t hrough 18. 71. 340;

(f) Except for published statistical conpilations and reports
relating to the infant nortality review studies that do not identify
i ndi vi dual cases and sources of information, any records or docunents
obt ai ned, prepared, or maintained by the |ocal health departnent for
t he purposes of an infant nortality review conducted by the depart nent
of heal th under RCW 70. 05.170;

(g) Conmplaints filed under chapter 18.130 RCWafter July 27, 1997,
to the extent provided in RCW18.130.095(1); and

(h) I'nformation obtained by the departnent of health under chapter
70. 225 RCW

SB 6457 p. 10
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(2) Chapter 70.02 RCW applies to public inspection and copyi ng of
health care information of patients.

Sec. 8. RCW 42.56.360 and 2007 c 273 s 25, 2007 c 261 s 4, and
2007 ¢ 259 s 49 are each reenacted and anended to read as fol |l ows:

(1) The following health care information is exenpt from disclosure
under this chapter

(a) Information obtained by the board of pharmacy as provided in
RCW 69. 45. 090;

(b) I'nformation obtained by the board of pharnmacy or the departnent
of health and its representatives as provided in RCW 69.41.044,
69. 41. 280, and 18. 64. 420;

(c) Information and docunents created specifically for, and
col l ected and nmaintained by a quality inprovenent commttee under RCW
43.70.510, 70.230.080, or 70.41.200, or by a peer review conmttee
under RCW 4. 24.250, or by a quality assurance conmttee pursuant to RCW
74.42.640 or 18.20.390, or by a hospital, as defined in RCW43. 70. 056,
for reporting of health care-associated infections under RCW 43. 70. 056,
( { and—nottH-cattons—or—reports—ol—adverse—events—or—inetdents—ande
uhder—ROW-70--56-020—6+—+0-56-040)) a notification of an incident, as
defined in RCW 70.56.010(8)(b), and reports regarding adverse events
under RCW 70. 56.020(2) (b), regardl ess of which agency is in possession
of the information and docunents;

(d)(i) Proprietary financial and commercial information that the
submtting entity, wth review by the departnent of health
specifically identifies at the tinme it is submtted and that is
provided to or obtained by the departnent of health in connection with
an application for, or the supervision of, an antitrust exenption
sought by the submtting entity under RCW 43.72. 310;

(i) If a request for such information is received, the submtting
entity must be notified of the request. Wthin ten business days of
receipt of the notice, the submtting entity shall provide a witten
statenment of the continuing need for confidentiality, which shall be
provided to the requester. Upon receipt of such notice, the departnent
of health shall continue to treat information designated under this
subsection (1)(d) as exenpt from discl osure;

(tit) If the requester initiates an action to conpel disclosure
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under this chapter, the submtting entity nmust be joined as a party to
denonstrate the continuing need for confidentiality;

(e) Records of the entity obtained in an action under RCW 18. 71. 300
t hrough 18. 71. 340;

(f) Except for published statistical conpilations and reports
relating to the infant nortality review studies that do not identify
i ndi vi dual cases and sources of information, any records or docunents
obt ai ned, prepared, or maintained by the |ocal health departnent for
the purposes of an infant nortality review conducted by the depart nent
of heal th under RCW 70. 05. 170;

(g) Conplaints filed under chapter 18.130 RCWafter July 27, 1997,
to the extent provided in RCW18.130.095(1); and

(h) I'nformation obtained by the departnent of health under chapter
70. 225 RCW

(2) Chapter 70.02 RCW applies to public inspection and copyi ng of
health care information of patients.

NEW SECTION. Sec. 9. Sections 1 and 7 of this act expire July 1,
20009.

NEW SECTION. Sec. 10. Sections 2 and 8 of this act take effect
July 1, 20009.

~-- END ---
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