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1. CHARGYE S o : L R

At the request of the Governor’s Office, the Maine Quality Forum and the Maine (Quality Forum
Advisoty Council formed an ad hoc committee ta evaluate Maine’s present mvandatory sentinel o
event reporting system. The Advisory Council asked Representative Trahan to participate in .-

recoghition of his significant contribution to the present systent. - Rebecca Marting; wha, dlso Wja,s S S PR R
- &significant contributor to the present system, participated through her:seat onther z’\dvi'sory'

Council and membership on the Ad Hoc Committee. All identifiable stakgholdu S wWierer Iy Lled "
toparticipate including the Departmentiof Health and I[umdn Services. SERRR AR o

T he presmt byqlem 1§ 8 uppm ted by thc twp pert,on scutmcl eve nL ream functioning within the -
D1V1Slon of L](,ensule and ( ertlﬁcatlon of Depamnem of Heahh and Human Services.” i

A. MAJORITY SUMMARY (4 Ad Hoc Ccmmittee mamb@zﬂ :;ua:ﬁpnrf majoniy
Advisory Councii-members: suppor‘t) :

Thé@‘&ninittee and _the:MQE»‘Ady;isorly‘ Couﬁcil found; - -

» ~Maine’s present sentinel event statute is a tribute to the determination of forward looking
dedicated people. The present statute reflects the consensus thmkmg around sentlnel evento
at the time of'its drafting. | o

e We acknowledge and are pleased by the positive effect Maine’s sentinel event reporting law
has had on promoting reporting, building of culture of safety by providers and building -
public awareness of the issue of healthcare safety.

o  Maine’s present sentinel event system with its nse of a Sentinel Event Team excluded from
other state government functions and protected from public disclosure laws, provides the
intended mechanism for state support of thorough analysis of reportable events but hnuted
required sharing of learnings among Maine providers. :

o The sentinel event definitions in Maine’s present statute require two levels of provider . .
judgment (underlying condition, proper medical care) that introduce opportunity for mfuked
variability that threatens the credibility of the reported sentinel events for the pur, pOSF‘ 01"
public accountability at the state health carc industry level. Lo e

o Presently the Division of Licensure and Certification has not established the level of . . -
compliance with Maine statute. The Division’s ability to establish compliance is made .
difficult by the inherent vagaries in the definitions and limitations on state resources.

e There is a national voluntary consensus standard sentinel event reporting taxonomy available
and in the early stages of adoption. : :

» The National Quality Forum (NQF) 27 never events ace examples of well defined serious
reportable events usetul for public accountability through public reporting.



®

Providing the Maine Sentinel Event Team with the ability to forward de-identified

descriptions of standardized sextinel eveénts to. national patient safety organizations partially. oo

fulfills Maine’s obligation to the national gleﬂer good without imposing any 1dentrhable AR

- burden, or- exposure to Maine{s proyiders. .

 The ¢ommittésis eoneerned tnat there 1s an mdetei mrnato amotnt of undeneportl g within -
: Malne 'S system sedTT D et e e : :

. ) ;
.-\ ',;., PR L T L S P
RS IR HERRAE. . o S

r RECOMMENDATIONS i

B Uh L e e

" Maifitain present level of conhdentralrty and accountability to continue to promote reporting. -
.' Add the Natronal Quality Forum’s never events. to Marne s sentinel eveunt reporting statute.

'The Mame Sentrnel Evént feam’ annual report shall confirm completion of planned corrective

and preventive actions related to previous reported events.

Through rule makmg, require providers to use the sentinel event taxonomy developed by the

~ Joint Commrssron for Accredijtation of Healthcare Organizations and endorsed as a national
‘ Voluntary consensus standard By the National Qualrty Forum.

. Allow the state to forward de-identified summaries of Maine’s events to Patient Safety
. Organizations recognized by the Federal Patient Safety Act of 2005.

~Require the Drvlsron of Licensure and Certlﬁcatron to adopt a protocol to assess conipliance
with the, sentrnel event statute

Encourage the sentrnel event team to follow up and collect data on implementation of
provider planned system corrections to system failures responsible for prior sentinel events.

Provide the Maine Sentinel Event team and the 'Division of Licensure and Certification

adequate resources to fulfill these recommendations as well as its existing statutory
mandates. (Funding request details Appendix E)

MlNORlTY SUMMA'R‘Y {1 committee member supports)

As the legislature found just months ago, the current sentinel event program is working well
and it is premature to srgmﬁcantly change the program or even create a legislative study -

~around possrble changes

The Drvrsron of chensmg and Certification, the state agency with the expertise and
responsibility forthe program, made recommendations that would improve but not

’substantlally alter the pro g1 am.’ These are the only changes that should be made at this trme

Layermg on the N QF list of reportable events to the existing law does nothmg to address the

.majority’s contention that the current statitory laniguage is too variable to be a stable

database. Adding additional reporting requirements simply adds more variability and distorts

the baseline data collected to date. S



e . The national consensus-standard ldxonomy can bb adop 1by the de pm tment thruwhv:rt:dg;\s:.r:.:‘-*. .

Loy
st

~mali ng when. \ap pro priate;

R I I AN

s Iti is promauuc {0 amend the stitté to dllow Tm warding of aggregated; de 1df*ﬂ ified: duu to Aol S sl

nat 1011&1 pauenf @afuy or gammi ion since, Lh:,y do ot yet exist
. BACKGROUND AND PROCESS PR - R

It is 1mp01'tant to understand why so much effort was invested in this a ppmlsal The ‘avaluators
ag1eui that the background for this effort is summanzed by: - : L 3

° Preventable patient 1njury and death, causcd in lal ge part by the failure to support inherently.
safer systems of care, occur often in the U.S. and Maine. The exact numbu is unknowable, -

presently.

e The interim goal of any effort to reduce preventable patient injury and death is to promote
adequate investment in personnel, training and systems by Maine’s healthcare providers,
The investment in supporting systems needs to match the recognized determmatlon by
providers to-avoid preventable patient injury and death.

° Quahty 1mprovement science and common sense converge on accepfing the statement that
“you can not improve what you do not measure”

e Maine must have a reliable measure of success of avoiding preventable patient injury and
death to fulfill state government’s commitment and providers’ commitment to their

citizens/patients.

Given the fact of the ongoing nature of the challenge with avoidable i mJurles and deaths
occurring in Maine, time is of the essence.

NARRATIVE OF THE PROCESS

Jon Beal, the Ad Hoc Committee chair called together staff support for the review effort on
September 20, 2005. Attending the organizational meeting were also Lou Dorogi and Denise
Osgood, from the Department of Health and Human Services, providing their insight on how the

study effort should proceed.

The first meeting of the Ad Hoc Committee was convened on October 19, 2005, Mr. Beal
outlined to the committee and the public the charge to the committee. Mr, Beal explained that the
enthusiastic response to call for participants forced him to formalize the proceedings. He pointed
out that the voting members of the Ad Hoc Committee would be the Advisory Council members:
who volunteered to participate in addition to Dr. Shubert and Representative Trahan. '
Representative Trahan had been invited to partlclpate because of his major part in draftmg the

statute in force.

Mr. Beal outlined changes in the environment addressed by the Muskie School of Public Sérvice -
and the National Academy of State Health Policy (NASHP) report integral to this document.
The discussion is summarized in the summative notes appended. Mr. Beal requested written -
comments from public attendees which are also appended.
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The second commitiee raceting took place.telephonically to specifically review a survey of
Maine physu,lans to address the-issues of var mthy introduced into the sentinel event systemiby.

the propet mcdwal bdre cl aise, 4nd the” conmm abouf uncler eporﬁng I’r was dC(Ad(,d fo (.ontmue fi_i*. s

to refitie the survey and test with the piowdu group. : RRCEEN

The third committee meeting conwried ‘01"1 Noveuber 29. At that time the draft report from: : -
Muskie/NASHP was reviewed by the committee with minor suggestions offered to the report: -
itself, The comrmttee then reviewed draft hndmgc. Whl(‘h it discussed and accepted public.

- comment, The ﬁndmgs were accepted with one dissenting vote. The meeting was.cohtinued:
until Degember 1 at which time the committee worked through the draft recommendations. whlch
. received commiittee and pubhc, comment and then was adapted with one dissenting vote. . The
committee also endorsed statements offered by Dr. Shubert with'the intent of gaining common-
agreement on why the review effort was so important. Those statements were adopted by the -
committee. T AU g

The Maine Quality Forum staff was asked to'provide an analysis of implementation of the
committee recommendations that would be included in the report of the committee.
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APPENDIX A: Research Report

An Assessment of the Maine Sentinel Event Reborting
System - o | o

December 2, 2005

Prepared by:

Maureen Booth, Muskie School of Public Service, University of Southern Maine
Jill Rosenthal, National Academy for State Health Policy

Prepared for:

Maine Sentinel Event Ad Hoc Committee
Maine Quality Forum Advisory Council



. Background

L1, .Purpose of Ad Hoo Comimittee and This Report o i L T

In Septémber 2005, the Maine Quality Forum tirough the Maine Quality Forum Advisor ¥
Coungil established the Maive Sentinel Hyert Ad Hog Commites to assess opportunitios ‘.tm.v.._
flengthemnu Maine’s sentinel event reporiing systoui through: L

® ahgnmcm of Maine’s Iepmtmgr‘lPquuemcnts with the National Quality {*mum 8 hxf of’;
serious reportable events ceoe

e use of a nationally accepted taxonomy to facilitate analysis and repotting ot won!b .

o sharing .of data with a patient safety organization fo be designated by the fu e al Apmr / 101 .
Healthcare Research and Quality. REAIT

Following a general discussion on the purpose of mandatory adverse eveif reporting, this. 1?};01[; L
reviews ﬁve major issues that itnpact on the nature and scope of the Maine-sentinelevent, & -
repocting system: ' ‘

s Adoption of the National Quality Forum (NQF) 27 Serious Event List -

o  Use of the “Proper Medical Care and Underlying Condition Clauses” in Maine -
¢ Endorsement of a taxonomy by the NQF for reporting serious events

¢ Legislation to establish Patient Safety Organizations (PSO)

o Staffing and resources

The paper provides a general background on each of these developments, a discussion for
possible implications for the Maine sentinel event reporting system, and options for

consideration. After a brief discussion on issues of state capacity and resoutces; the paper
concludes with a list of recommendations. ' o

Through its cooperative agreement with the Muskie School of Public Service at the University of
Southern Maine, the Maine Quality Forum requested Maurcen Booth of the Muskie School and

- Jill Rosenthal of the National Academy for State Health Policy provide assistance-to the Ad Hoc
Committee in assessing the Maine sentinel event reporting system in light of the above issees..
This report is largely a product of their efforts and was used by the Ad Hoc Committee in. -
making their final recommendations to the Maine Quality Forum Advisory Couneil.: - -

1.2.  Purpose of Mandatory Reporting of Sentinel {or Adverse) Evenis

According to the Institute of Medicine (IOM), medical errors rank as a leading killevin the &
United States, with as many as 98,000 people dying each year as the result of errotrs in hospitals
alone. The 1999 IOM report To Err is Human called on every state government to create a
mandatory reporting system to collect standardized information about adverse events that result

. o o e
G N o [ A



- in death or serious harm to identify and learn from ertors.! Almost half of all’ states (M) have
passed legislation, or regulation to operate mandators /iopomnp systemy,” oo SR

Mandatory: reporting systems serve various fnctions.”« ' o I g DR

E Manddtor ry reporting systems can. help identify syster weaknesses, Single incidents may: v
‘ 1nd1cate that tacility erfor-prevention mechani ms 'are not Wotkmg eftectlvely and. wan dllt an:
enuitca,‘.{on ot system Vvealcnc,SSes is the first step.in (hwmp

it safoty SRR

‘11np1ovoments i p. )

.o 'Mandatoxy reporimg ystems dan complement othm OVGI"-.] ght functions. States-that cannot s
routinely m%pect hospitals for licensure requuemonis rély on investigations triggered by ‘
11101dent 1eports lo prowd an nnpm tant wmdow mto hospllal pat1ent safety. practu,es

e M andatoly 1eportmg systems serve the mtmestb of the pubh(, who expect state govemmentq
to be aware of'and investigate 1<,po1ts that may put a patient’s safety in jeopardy. - '

o \/Iandatory repo’ Ulmg bystems create an 11np01tant r"heck and balance to assure’ that a fa0111ty s
internal patiént safety activities ard workmg o o

o  Public reporting of findings from mandatory reporting systems can allow the pubhc and -
policy makers to toﬂow the success of prov1de1 safety etforts,

Aceordmg to the IOM the overndmg reason to establish a mandatory reporting system is to hold

healthcare facilities accountable for preventable adverse events that result in serious injury or

death. Accountability is achieved by investigating an adverse event, providing expertise or

information to help remedy the problem, and insuring that appropriate changes are made and

sustained to avoid the problem in the future.*

Asthe g g,uarchan of pubhe bafety, consume1s assulne tHat a state is aware of serious everts when
they occut and takes measm es to protect them acrdmst possible recurrence. Although not all
adverse évents result from errors, states ai¢ able 1o conduct independent investigations to
determine or validate their root cause and to take collective action by alertmg other J:ac1ht1es
when 1t is to und thdt future events could 11kely be plevented ‘

A becondaly purpose “ofa mandatory reportmg system rnay ‘be to collect and aggregate
1nf01matlon across facﬂmes to improve overall quahty and patient safety. Many mandatory -
reportmg systems emphamze accountab1hty but albo mool porate aspects of a quality - :
1mprovement model They" dosob y Sharmg w1th all facilities the lessons learned from 1nd1V1dual'
reported ificidents 50 that sifilar mistakes cai be avoided in the future. ‘

Instttute of Medlcme T 0 E v is Human Buzldmg a b fe; Health Care System (sthmgton D C.

: Natlonal Academy ] Press, 1999) S.

* See www. v.nashp. or g for a hst of states _
*For more mfomlatlon seé Jill Rosenthal Mauréen Booth How Safe Is Your Health Lartﬂ A Workbook

for States Seeking to Build Accountablhtv and Quality lmprovement Through Mandatory Repomng
Systems (Portland, ME: Nafional Academy for State Health Policy, 2001),
* Institute of Medicine, To Err is Human: Building a Safer Health Care System (Washmgton D C.

National Academy Press, 1999), 86.




Funetion "'Pros \ oo e Coms
[ F— Lnit > Zmarmrirer e ™

Accountahlhty and Ahons w1th state regulatory functions May bz seen as conflicting with-
Quality Improvement . state’s regulafory role too -t

~Provides information to reporting facilities
‘ for nltcrnal quallty 1mprovenlcnt processes - Requires enhanced analytic and

educational resources
Prov1des an opportumty tor states and -

o ‘tamhtleb to w01k collabowtwe]y ‘

3.  Major National Developmenits in Patient Safety

Maine enacted a system fof‘repo‘rtitig sentinel events in 2003 for the purpose of improving the
quality of health care and patient safety.” Since the‘'enactment of the Maine system, the patient
safety environment has changed in many ways. Patient safety reporting has changed as Well
including:

e A concerted effort nationally to standardizc patient safety reporting systems, including the
development of a NQF list of 27 serious preventable adverse events recommended to be the
basis of state reporting systems, the development of a nationally endorsed patient safety
taxonomy, and the enactment of the federal Patient Safety and Quality Improvement Act of
2005, all explamed in more detail later in this report,

o Development of reporting §ystems'in additional states and improvements in the systems of
existing state systems, including adoption of the NQF list in 5-6 states (NQF adopted in CT,
IL, MD, MN, NJ, and under consideration in IN). ;

The establishment of the Maine Sentinel Event Reporting System Ad Hoc Committee by the
MOQF was intended to assess Maine’s system in light of these developments. The following
sections. provide- detail about these issues and whether-and how they may impact Maine’s
' ex1st1ng sentinel event leglslanon ‘

L NQF LlSt of Serlous Reportable Events
1. Background

The IOM report"urged‘ Congress to designate the NQF as the entity responsible for establishing
and maintaining a core set of reporting standards to be used by states.” Through a voluntary
consensus process with representatives across the spectrum of healthcare stakeholders; the NQF
developed a list of 27 serious, preventable adverse events that should be reported by all licensed
healthcare facilities. The NQF list is relatively short, includes only clearly defined events, and
uses standardized terminology to encourage consistent implementation within and-across states.

>The National Forum for Health Care Quality Measurement and Reporting (National Quality Forum or
NQF) is a not-for-profit membership organization created to develop and implement a natlonal strategy
for health care quality measurement and reporting. See www.qualityforum.org.

s . . T R T emrn e WSS [ESEIR




As the NQF indicates, the list of qerlous reportable events is not intended to- caplure all events
that may impact patient safety. ltems were chosen based ou the following criteria:, o

o Ofconcern to both the public and healtneale p1ote&sumals and providers, "~

e Clearly identifiable and raeasurable, and’ - L ' e

o Ofa nature’such that the risk of occulrem,e 15 signific antly influenced b y the pOllClG‘o cmd
procedures of the heal‘rhcare fa(:lhty "

To qualify for the list,,.events were required to be serious, usually preventable, and any of the

following: ‘

e Indicative of a problem in the healthcare facility’s sdfety S'ystems and/or

» Important for public cred1b111ty or public aceountablhty given the serious nature of the
event.’ : o

States have 1dent1ﬁed several advantages of the national core set of reporting requirements,
First, it would minimize conflicting requirements on hospitals and help benchmark hospital
efforts to reduce error. Second, nationally aggregated data could help identify larger trends in
serious events. Since these serious events are relatively rare, aggregate data may provide
information that cannot be trended on a state-by-state basis. Once identified, quality
improvement efforts might be tailored to address them.’

II.2 Implications of Adopting the NQF Event List in Maine

This section compares the NQF events to those required under Maine’s Sentinel Event Reporting
Law. The following section addresses the issue of Maine’s “proper treatment” clause and how it
aligns with the intentions of NQF.

Figure 1 compares NQF events with those required in Maine. As shown on this chart, Maine’s
adoption of the NQF list of serious reportable events would lead to the reporting of some events
that are not currently or explicitly included in the Maine sentinel event list (“no state equivalent”
or “more broad than NQF”). In other cases, there are events that Maine eunenﬂy collects that
are not required by the NQF. Aligning the Maine events with those of NQF is complicated by
Maine’s “proper care” clause which limits reporting to events found to have been the result of
improper care by the facility. Thus, although actual event types may be broader than those of
NQF, it may not yield more events. :

5The National Quality Forum, Serious Reportable Events in Healthcare, (Washington, D.C.: National

Forum for Health Care Quality Measurement and Reporting, 2002), page 6-8.
7 Jill Rosenthal, Maureen Booth, Defining Adverse Events: A Guide for States Tracking Medical Errors

(Portland, ME: National Academy for State Health Policy, 2003)
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T'lgure 1 Ovemew of leferences Between NQF and ME Sentm i E:venis

s

'

MI' Se /muel IL\,’th L5

; R . More ’\/lme .
: - NQF Serious Reportabls Everits. ™ broad | Tiqui- narrow | Htate
' than valeut fhan cquiva
o ) NOQF . | lent .
[ SURGICAL EVENTS TaaaTE com
_ A Surgery performed on _t_}}g wrong body part e
| B Surgery perforined on the wrong patient e i -
C  Wrong surgical procedure perforimed on a patient . ’ _ T
D Retention of a foreign object in a patient after sur gery or other procedure )
E  Intraoperative or immediately post opcratwe death in an A A F]Ab‘i ] prm( nt X..
I PRODUCT OR DEVICE EVENTS - e T Sl T
A Patient death or serious disability assocmied with the, use of Contammdted dlugs devu‘es OrF X
biologics provided by the healthcare facitity R
B Patient death or serious disability associated with the use or function of a device in patient care in X )
which the device is used for functions other than as intended N ’ ]
C  Patient death or serious disability associated with intravascular air embolism that occurs while K
being cared for in a healthcare facility ‘
IIL-PATIENT PROTECTION EVENTS' 5
A Infant discharged to the wrong person o ~ ni
B Patient death or serious disability associated with patient elopement (disappearance) for more than g
four hours B ]
C  Patient suicide or attempted suicide resulting in serious disability, while being cared for in a X
healthcare facility,
1V. CARE MANAGEMENT EVENTS i G i
A Patient death or serious disability assoc1ated wnh a medlca‘uon error (e g errors mvo]vmg wrong
drug, wrong dose, wrong patient, wrong time, wrong rate, wrong preparation or wrong route of X
', 7dministration) B
L Patient death or serious disability associated w1th a hemolytic 1eflct1011 due to the adrmmstrat]on of X
ABO-incompatible blood or blood products
"C  Maternal death or serious disability associated w1th labor or delivery in a low-risk pregnancy whlle X '
" 'being cared for in a healthcare facility
D  Patient death or serious disability associated with hypoglycémia, the onset of which occurs while X
the patient is being cared forin a healthcare facility
E  Death or serions disability (kernicterus) associated with failure to identify and treat X
: hyperbxllrubmbmla in neonates :
F  State 3 or 4 pressure ulcers acquired aftér admission 10 a healthcare facility X
G Patient death or serious d1sab111ty due to spmaI mampulatlve therapy X
V. ENVIRONMENTAL EVENTS: . i f iR _, i
A Patient death or serious d1sab1hty assomated wnh an electrlc shoc,,g whlle belng C'ired for ina X
__ healthcare facility . L L
B Any incident in which a line designated for oxygen or other gas to be dellvered toa panent X
contains the wrong gas or is contaminated by toxic substances T
C  Patient death or serious disability associafed with a burn mcu1red from any source \vhlle being x
' cared for in a healthcare facility : :
D Patient death associated with a fall while bemg cared for in a healthcare facility X
12 Patient death or serious disability associated with the use of restraints or bedrails while being cared %
for ina health care tauhty
A 'Any instance of care ()rdered by or prowded by someorie 1mpersonatmg a physu,lan nurse, X
_ pharmacist or ottier licensed healthcare provider i
B  Abduction of a patiént of any age X .
€ Sexual assault on a patient within or on the grounds of the health care facility X .
D Death or significant injury of a patient or staff meinber resulting from a physical assanlt fhat occurs X v
within or on the grounds of the healthcare facility , ‘ M._'__"J

1N
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A NQF z}bvents Not ("urrent!,;’ or E)«,Pllczﬂy Included under Maine éentme! Events Lo

Wrong m‘glcal procedure rey ‘utt\,d ona Uam,ni ({ poimnali v captured using the wurrent .

‘ ist but not an-explicit ufierm) ceoa B Tl
Lo R.L.fvﬂtl@ﬂ of'a foreign object ina pallmn after "mg('ﬂf‘y or other procedure (potentialy.. .
e captueed. nsmg the currentlist i the ret ined; xomgrn ob)ed causes death or- mgm{mam

: perimanent injury but not an explicit criteria) - Ty e

S A’[emp[ed suicide (only suicide iscurrently 1L,povta"ole) : :
Ces; "Stage 3 or 4 pressure ulcers acquired after adrmission t0 a health care faoility oo ons s e
» Ay incident in which a Jine deugndtpd for oxygen.or othm gas to be ({Phwmd to A
L pzment contains the wrong gas or-is-contaminated by-toxic subs stances L
~e  Any instance of care ordered by or provided by sorneone impersonating a physmau
4 nurse, pharmacm or other licensed health care p1ovlrlar (reportable under otht;r 1\/[&111(*
reporting requirerents): - - T
. - Abduction-of patients. who are not infants (mfrm{ abduction is currently mcludcc)
& Sexual assault on a patient that does not constitute rape (rape is currently in¢luded)

P 7 IR

__Hospitals and.other stakeholders point to the fact that many of the above events are +
«collected under Maine’s broad language of “unanticipated death or major permanent loss
of function” are reported to other agencies, or that they can be accounted for through an - -
canalysis of hospital dleﬂaI‘gL data. A review of 2004 hospital discharge data found that
no wrong site surgeries were performed. Information chorted by Licensure and
Certification indicates that four wrong site or body part surgeries were reported under

" Maine’s sentinel event system, indicating that hospital discharge data alone may fail to
identify serious avoidable events. These numerical discrepancies may in part be
attributable to challenges ot coding or barriers to the {low of sensitive information . w1‘rhm '
a healthcare prov1der ' '

Dlsurepancms aside, the purpose of a sentinel event reporting system as envisioned by: the
IOM and NQF is not simply to account for the number.of adverse events but. to have -
meaningful and standardized information about each event, the authority to'investigate =~ ...
- and act on findinigs relative to each event, and the commitment to share information
~ broadly across facilities to reduce their reoccurrence. Data reported to the Food and Drug -
- Administration or hospital discharge data base, while potentially providing.a raw count of
events, do not satlsty this broader mandate for investigation and action on the part.of the-
state thn serious events oceur, or shand Iemnmg across all Maine hospitals.

i

Maine’s ,adoptloll of thc NQF hst Would I‘Ial'row the list of reportable events in other
~ways. While Maing requires the reporting of all unanticipated deaths and major -
permanent loss of function in general terims, the NQF st is quite specific in defining. - . L
which types of unanticipated deaths and serious disabilities are reportable. For instance,
according to the NQF list, a death or serious disability associated with a low-risk
_pregnancy is reportable, but not if it is associated with a high cost.

12
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[mpart of A(h)pimg N {}l* sz‘ on Az m!:l Ad peise Jf vent Rewn fing

A separate buf related cmalysl.s n dmeumrung i.hl;/ implications for Maine of adopting

RS

in Maine:- o

NQF listis'to compare: ACTUAL events repdrtedinder the current systenmito those s -

frequired under the. NOQFE.. Maine Lidensureanid Certification reviewed all events: 7, 5
submitted overa 23-month period fram January 2004 through November 2005, and {ound
descenting order of frequency, the most -+

‘that 56 pereeit fell: Wlthm NQF t‘ategcn {es,
common NQI‘ bdtegemcs were: el

ol

{n

KPR R A

K Death Wlth tall ‘.\[ o
© Wronp smgely e e
e . Medication error w1th 1nju1y or, death
o ASATdeath
Device related to death orinjury.:. o2 s

Given the “proper care” filter, this analysis canndi provide a definitive judginent on what

events would.be “lost” or “gained” if Maine was to adopt the NQF list. It suggests,
however, that apploxnnaiely 50 percent may not be captured. ‘

the |

Pros of adopting the NQF list

‘Cons of adopting the NOF list

A clearly defined list is essential for the
development of a national systein compiled of
data from state systems and for comparative
purposes.. :

Because of its limited intent, the NQF list may not. .

meet all of the states' needs for regulatory authority
and reporting requirements.

Standardization may increase rcpomng
Underreportlng of events has been attributed in
other states in part to a lack of clear dcfinitions
and ambiguity for what must be reported.
Clarity-allows the Division of Licensiire arid-
‘Certlﬁcatlon to Vahdate full reportmo

| The speuﬁclty of the NQF list would result in

exclusion of some events that are currently -

| reportable under the Maine sentinel event list. - -

that may not currently be reported under the
Maine sentmel event list ) '

Adoptlon of the NQF would clarify-some cvynts

‘Requires statutory or regulatory change

The IOM report To Erris Human called for
Congress to require al! health organizations to
teport standardized information to state -
govermments ‘

N

Providers would have the option of not subjecting -

4 an unanticipated death to full root cause analy51s

with follow~up

Efficiently and efféctiVely targets résoirces of . -

providers and state staff who collect the data

11.3. Opti\ohé for. Consideration

Four options have been identified for maintaining the current systemn or modifying it in -

minor or substantive ways.
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1. - Make no. ghangus in how a repor table evenr is' defined. -

" Retain the Present rc,pofrmg quune]m i1t of the Maine statute. Publicly repott m '
aggregate only those that are equivalent to NQF events, This would restrict .

VRO

* . public accountability to.only those. bp{?blflb gvents that are clearly pm‘ven’mble?‘and»:‘..4 ST

' typtcally wsult ﬁ om medical error.!

3. Chanpre the statuu, to 1nclude only y \IQT evcnts theleby standardizing Jcportdble '
events « This optlon helps t0 target Maine efforts and resotrces to those events -
= known to be highly preventable, and around which there are established
u1dehnes ‘and benchmarks for evaluating. It could also substantially reduce:
1eportmgf burden on the part of hospitals.

- 4. Change the statute to include both the NQF list of events and the current Maine. -
list. This option, with no other changes, would increase reporting burden of the
hospltals by an unknown amount. : -

Concern about opemng up Mame ’s statute for 1evibibn focuses on the possibility that
‘gains made by the state in pa’aenf safety through its reporting system may be jeopardized.
This was a legitimate concern during the time that Maine first adopted its sentinel event .
reporting system after a hard-won battle in 2003. At that time, there were no national
consensus standards for reportable events. BEach state was on its own in making the case
for its mandated eveént reporting’ systeml. “Opponents feared loss ot hospital
conﬁdennahty and the onset of a blame mentality among the media. Today, there is far
more convergence among patient safety experts, regulators, healthcare providers and the
public about the legitimate role of the state in knowing when serious adverse events occur
and acting on that data to assure the public that every effort is being made to avoid their
reoccurrence in the future. There is also a growing consensus about what constitutes a
preventable adverse event and the information that is needed to understand underlying
causes and potential remedies.

At the same time, any proposed change to Maine’s statute must come with assurances of
not changing strong confidentiality protections necessary to the reporting and analysis
" process or changing the present level of accountability. Every effort must also be made
to work with the media to understand and educate others to understand how patlent safety
finding$ should be 1nterpreted o

Ill. Proper Medlcal Care and Underlymg Condltlon Clauses

inn.1. Background

The NQF includes a list of 27 events that are known to be primarily preventable and/or
serious in nature and which, a priori, must be reported. The NQF taxonomy also
proposes that facilities conduct thorough analyses of the causal factors believed to have
led to the event and to submit those findings to the state for review and validation. .
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Accordingto Maine taw, ) unanticipated deaths and 2) major permanent loss of fimetion . =+ v

that is not present when the patient is adwitted to the health care facility arve ts sporiahle .
whep they are detmlmmed to b um,,ld ted {o ﬂuﬁ nauual cotse of the patient's-illuess or.
undellylnp Pondmon Or pxoper lre 1i mwd Of Lmt thCSS os underlying u;mhtum

.2, _ifﬁplica’ﬁons for Mamé . VU bl e Vaive

T he propu t1catme‘nt clause cn',lb]es Eacllmc‘s fo review ,semmeJ cvents and determine .
.whether they are the result of proper treatment befors determining whether they arc’

reportable. A:similar event that oceursin two facilities may result in different outcomes.

“For example, if a death occurs in a facility and is determined to be unrelated to the natural.

course of the patignt’s illness,or underlymg condition and the facility believes the patient
received pIOpCI treatinent, 1he event would not be reportable. If another facility -
.experiences a similar situation in which a patient dies and it is determined to be unrelated
~to the natural course of the patlent s illness or underlying condition but the facility .

believes-the patient did not receive proper care, the event would be reportable.. The’
_ determination of proper tréatment may be the resulf of a Judgmunt based on the

g thmoughnt./ss of aroot cause analysis or other factors. In simplest terms, the very
eirenmstances that led to an adverse event (poor judgment or quality oversight) may, -
under Maine statute, be the determining factor in deciding whether or not to report the
event. Maine’s present statute introduces maJ or opportunities for variability that cause.
concern about trending the rates of events over time. Also, the Maine system makes it
almost impossible for the Division of Licensure and Certification to establish. adequate
reporting in that they do not have the expertise and resources to second guess providers in
very complicated cases that may also be numerous. :

According to an analysis of the existing state mandatory reporting systems, only Kansas
includes a proper treatment clause similar to Maine’s clause. The remaining systems
require reporting of events regardless of the facilities’ judgment about proper care. .

Pros of the proper care clause | Cons of the proper care clause

Reduces the number of reportable events to - Introduces variability by basing the decision on whether
avoid overwhelming state staff who collect the to report an'event on a judgment as opposed to having
data ‘ ' | clearly identifiable and measurabie events. Introducing

variability into what is reported reduces the usefulness of
the data for analysis and also for follow up investigation.

Narrows the list of reportable events to those .{ Makes a judgment of root cause before reporting occurs,
that the facility believes are the result of - _which eliminates the ability of the state system to
improper care, Which makes the tist of " | aggregate and identify issues that may not be percelved at
reportable events closer to “errors” B the facility level

Reduces standardization with other reportlng systcms

| nationwide.
Makes assessment of completeness of reporting very
difficult " o

¥ Me. Rev. Stat. Ann. tit. 22, § 8753 (2003). Definitions at
http://janus.state.me.us/legis/statutes/22/title22sec8752.html
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. iil 's Optmn S for Lon wler atson* e oty

. In eoosrdeung optrons wrth 1egard 1o the proper treatment ola use, 1t beeomes nec essajy to

consider adoption of the NOF list simultancously: T he NQF list includes clearly

- identifiable and measurable events; while thée proper treatment clause introduces '. :
variability, Eliminating the proper treatment clause but retaining the current list of

-reportable évents could dramatically increase the list of reportable events, overburdening . .-
- facilities and-state staff. "Eliminating the pr opet-treatment.clause while simultaneously
addpting the NQF hst would reduce the list.of reportable events. ‘

1. Keep the curr ent hst of events Wrth the proper treatment” clause.
2. Keep the eurrent fist of events but remove the “proper treatment” clanse, leading
to more events bemg reportable to the state

3. Adopt the NQF hst of serlous reportable evénts and discontinue present state
definition of reportable events, hkely leadmg to the same or fewer events being
reportable to the state and with more’ natronal standardization.

4, Adopt the NQF ljst of serious reportabl'e events, continue present state definition
of reportable events and do not apply the “proper treatment” clause to the NQF
list. This option would likely lead to a greater number of events being reported.

IV. NQF Taxonomy -

IV.1. Background

On August 3, 2005, the Nat1ona1 Quahty Forum (N QF) endorsed the National Voluntary
Consensus Standard for a Patient Safety Event Taxonomy. The taxonomy was developed
by the Joint Commission on Accreditation of Healthcare Organizations (JCAHO) with
the assistance of a work group and represents the consensus of more than 260 healthcare
providers, consumer groups, professional associations, purchasers, federal agencies, and
research and quality improvement organizations. It establishes the nation’s first
standardized integrative class1ﬁcat1on system for healthcare errors and other patient

safety problems.

The principal purpose of a taxonomy is to support better decision making and the
prevention of harm by provider organizations by enabling information to be collected and
aggregated across 1nformatron systems within a health care setting about factors related to
events. -A secondary purpose is to enhance analysis by reporting systems to support
healthcare improvement efforts at all levels, from individual providers to national policy. -
While there areé many taxonories in currént use, the absence of a standardized taxonomy
is a major barriet to'understanding where and how problems occur. The selection of the
JCAHO taxonomy followed a eomprehenswe “Call for Taxonomies” and was based on

selection criteria including:

s Addresses near misses as well as adverse events
e Desrgned to’ encompass multiple clinical domains and settings of care
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o - Compatibility with other more focused ta.xonomum and with electronic information
-systems » : - B Lo

e Brings with it continual irnprovement and updating r,ap acity . o

i Designed-{o support both chortmg ‘and unal /11«, ef forts and fo cover a wic iw xctrum -

o ofhcalthcale qmvwes and settmgs - . P .

The taxonomy 1ncludes 5 pmmuy clasmﬁcatlons for.an event: . S

1. Impact - the outcome or effects of vmf;dlcal error dnd syglcmu mluw gommonly
referred to as harm to the patlent - TR Co

‘ 2. Iype - the 1mphed or visible processes that were faulty or failed.

Domain — Thu characteristics of the setting in which an incident occurred and 1he type '
of individuals involved.

4. Canse — the factors and agents that led to an 1nc1dent

Prevention and Mitigation — the measures taken or proposed to reduce incidence and
effects of adverse occurrences.

Each of the prinjary classifications are further divided and subdivided to allow for finer
distinctions among the factors that affect patient safety. For example, subdivisions for
the primary classification of domain would provide the following type of uniform
information: :

Setting: The event occurred within a hospital, in the emergency room.

Period: The date of the event was November 24, 2005, a holiday. The time was 6:15 a.m.

Staff: The physician was a resident. The nurse was an LPN. There was also a radiation
technician present when the event occurred.

Patient: The patient is 67 years, male, primary diagnosis of cardiac heart failure,
previously unidentified, coexisting condition of diabetes.

Target: The original clinical reason why the patient entered the emergency room was
therapeutic. : :

Maine statute 1equ11es fac1ht1es to provide a written report on each event contalnmg the
following information:

e Facility name and address

o Name, title and phone.number of the «,ontact person for the facility

e Date and time of the sentinel event :

o Type of sentinel event and a brief description of the sentinel event

e Identification of clinical and orgamzatlonal systems or processes that may have
contributed to the sentinel event ‘

a  Identification of changes that could be made that would reduce the risk of such a
sentinel event occurring in the future; and '

e Brief description of any corrective action taken or planned.

?NQF, Sz‘andardizz'n(‘gr a Patient Safety Taxonomy: A Consensus Report, February 9, 2005.
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There is no.required format for reporting in Maine or-any standardization to how the
above elements should be des crlbcd o

VW‘,ZV !mniwamons @? the NQF Tamﬂomy for Maine . AT
Adopllon of the: taxonomy in Mdme would add to nphont time in repor tmg and anal yzitg

evenis but provide potential timé savings both within facilities.as they conduct their
- internal root cause analysisiand by the state Sentinel Eveut Team as it evaluates the.

«nature of a reported event, its implications for further inivestigation, andtl*re.aggrcgation DR
- v ofevent knowledgve across facilities for broader lessons. Adoption of the taxonomy: .

would require the state to modlty its data collection mechanism in order to‘enhanoe. its
. analysis capabilities. . The.taxonioniy could be used for-both reporting of the NQF hst of
sgvents as well as the broader list of unanticipated deaths required in Maine.- ‘ »

IV.3. Optlon..» for Qonszderatlon

1. Adopt statewide the NQF taxonomy. The taxonomy was created by and is supported
: by the JTCAHO which means it will be mandatory for JCAHO aceredited organizations

in the near future.,

2. Do not adopt the NQF taxonomy.

V. Patient Safety and Quality Improvement Act of 2005 .

V.1. Background

The I0M’s Committee on Data Standards for Patient Safety has noted the need for
national leadership to establish and maintain standards tor patient safety databases. Its
recommendations include developing standards for the collection, exchange, and -
reporting of data to support patient safety and standardizing report formats and-

- terminology to capture and report data related to medical errors.”® These
recommendations led to the National Patient Safety and Quality Improvement Act: of
2005, which seeks to encourage health care providers to report medical errors and -
adverse events through a voluntary and protected mechanism to patient safety
organizations (PSOs), independent nationally certified organizations which will compile -
and analyze the data. The legislation also allows the Secretary of the Department of
Health and Human Services to determine common formats, including data elements and
definitions, for PSOs to use.!’ Currently, no PSOs have been designated. The
methodology for establishing PSOs and collecting patient safety information hxtb not yet

been developed.

1 Institute of Medicine, Patient Safety: Achieving a New Standard for Care (Washington, D.C:
National Academy Press, 2004), 11.

" http://frwebgate.access.gpo.gov/cgi-
bin/getdoc.cgi?dbname=109 cong_public laws&docid=f:publ041.109
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_the state fo submlt dé 1dcnt1ﬁed ddtd to thc P O ot oLbc—n body, 1t may ﬁdcmne pmVlder ST

V.2. i Implications of PSOs for Maine - =~ . '+

The Lon’ndenudln‘y provmom of the Patient Safety and Quality Improvement Aet may. < .

provide iricernitive for state reportmg sy$tetins to share their information with PSOs to. -

facilitate enhanced data analysis and learning. . However, to do so, violates the” -~
Vohm’[dry” naturé o;f PSO 1e portmg unless thele is cxphu’r agreement with: Mame
hospitals o havc, ‘théir dala tepomd ‘While 1t may be possible under tevised statute: for: -

suppoutol 1oousf1epomng o _ '

{ i . ¢

The state, 115@11 may dpply for. PSO demgndnou an unllkely decision given Lhc size and A
resources.of other potentml competltozs SR L o e

V.3, Optlons for Consuderation

1. Keep the Maine sentlnel event system completely separate from future PSO-

developments-

2. Adopt statutory languaoe that would enable the Maine sentinel event reportmg system

to report de-identified data to a PSO.

3. Negotiate voluntary agreements with hospitals for the Maine Sentinel Event
Reportmg System to submit de-identified, statewide data to the PSO.

4. Considet the potent1a1 for the Maine sentinel event system to also function as a PSO.

VI. State Capacity and Resources
V|.1.Backgr6und , o B -

Throughout the work of the Ad Hoc Cominittee, issues came to light that raise questions
about the adequacy of resources available to Maine Licensure and Certification, the -
division responsible for. administering Maine’s sentinel event reporting system, to
appropriately 1mplement and oversee the reporting system. By its own
acknowledgement, the division has been unable to validate the accuracy or completenesq
of reporting, the thoroughness. of root cause analyses conducted internally by facilities, or
the effectiveness of remedies.- Actual or perceived “fire walls” prevent findings from
being shared with state surveyors to help target and focus routine licensure veviews:
Current licensure requirements fail to provide sufficient safeguards that assure facilities
are doing all they can to prevent errors before they occur, Although fulfillment of.
reporting requirements is a condition of licensure, the division has not assured that
facilities are meeting this requlrcment

The division has made recommendations to the committee regarding opportunities to
improve the system within the current statute. In order to implement the changes,
additional resources in the form of personnel, training, database preparation, and
consultant expertise are required.
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VI.2. Implications ¥

Many of the i issues raised in this report directly relate to the availability of resources,
Rega1 dless oJ: what action:is. taken on 1ev1s1nu Mame statute or regulations to address’
_the NQP d‘[ld PbO focus should be dnc ct 't‘ ass uung ‘that sufficient resources are”
available to meet the challenge of 11nprov1ng pauent safety tlnoughout the'state,”
onsldela,tlom to alter the. cuuenf system should smnlculy take resources into account..
As prev1ously 1}0ted somf‘ other state rep01 tmg system administrators have advocated f or
the adoption: of a natlonal stdndald taxonony and’ gu1de1u1(‘s to strengthen: and fOeuq '
‘ then state reportmg system on known and preventable events.

i

VL.3. Opuons f‘ ;g

The Ievel of funding will directly affect the capacity of the Sentinel Event Team to meet
its statutory obligations. The movement to a standardized event list and taxonomy can
ease the validation process and enhance analytic capacity through the use of commercial
software applications currently on the market.

This project did not include an assessment of the operations of the Sentinel Event
program with respect to staffing and resource allocation. Resource needs will vary based
on final recommendations and should be delineated in close coordination with the
Sentinel Event Team to assure that they have the training, supports and expertise to fulfill
their 1equ1rements
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o _NLXPPE% NIDIX O meﬂiy Report

IS

VA ,‘mbmnrtﬁdny }wprc%cntmwc im%mm

A8 the prIl‘;()t‘ ot the 01igmal 1lebiat10'ﬂ leading to Maine’s sentinel event reporting; law, T

I dppleuatgd the ppportunity to parhcipatu in'thie Maine: Qudhty Forum Auvmory EREAR:
- Council’s Ad Hoe ¢ommittee on Maine Sentine! Event Reporting.  While [ support Lhe :

. Committee’s recommendations to improve the current program by adopting the Division . =&

7 of Licensing and Certificdtion’s reuommendatlons and providing the necessary. staﬂmg

-z and resources forthe state’s Sentinel Event Teany, { oppose the ma Jority r€port’s:
recommendation of legislation this.session to adgl to the current-list of reportable events.
-1 also oppose. the miajority report’s premature recommendations to implement a '

. :znationally-endorsed patient safety taxonomy af this time.and provide the state authority to
, f\pr Wdrd 1eported data to entities that-have yetto. be establuhcd S

Mame S sentmel_event r;eport111g law has two goals: to establish accountability at the - .

" “industry level by publishing de-identified reports on the occurtence of certain sentinel
‘gvents and to provide helpful information back to the provider community so that they -
can learn from one another how to best avoid the occurrence of sentinel events. It is a -
new program that just released its first annual report this year. I’m very proud of the
collaborative effort that created this program, one of the first in the nation, We carefully
considered every component and ultimately modeled the sentinel event definitions after

* the national standard set by the Joint Commission on Accreditation of Healthcare

Organizations.

According to the Division of Licensing and Certification and the hospital community, the
program is working well.” This assessment is consistent with the conclusion reached by
the legislative Health and Human Services Committee just months ago when the Maine
Quality Forum first asked for these changes to be made to the statute. The legislature

also rejected a proposal to study the law, again noting that more experience with the new

program was needed.

*“The majotity report makes several recomniendations based on the majority’s views that
there is a new and improved national standard for defining sentinel events, that Maine’s
law lacks clarity because there is variability around when certain reporting standards are

- met, and the majority’s perception thét there may be under-re pomng of sentinel events
under the current statute. I disagree with both the basis for the ma jority’s
recommendations, as well as some of their 1ecommended actions.

~First, the majority report advocates: addmg the National Quality Forum’s lm of 27 serious
reportable events to Maine’s current definition of reportable events. However, the
‘Committee discussed incorporating the National Quality Forum’s list of reportable events
by reference, rather than listing the 27 specific events, because they acknowledged that
the NQF list was likely to change this year, and be revisited routinely. Given that the .
+ NQF list is expected to change soon, and periodically, T don’t believe the NQI currens
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o

- list should be. mpmpouﬂt,d m‘fo Mmrw 8 awtm‘e, mﬂwr as it currently existsor - 0

ine orporatcd by Leieum,e

C hdnglng l:hc hst oi rcpoﬂﬂ)lu evmts .1f ihl‘ early state of the program’s.operation : alsa
swould rendet the,base]me expecience ofithe-first two years meaningless, The first-annual.
sentine] event Teport. was:well:received, by the media, consumers, providers and the |
legislature, and Tlook ferward fo:the, second. annual report in early 2006, To. .~ -
-substantively changf: the list-of rcpofta.blt‘ events at this:point would effectively distort’

». the newly established: bdsehne and foree Lho entlrf, “effort.to, begm anew, rather thdll
bulldlng on the successto date:? : AR '

¢ Maine’s. deﬁnition:of sentinel even‘rs accomplighes its intended purpose, which is to
sencompass a.substantial portion:of the sentinel events due to medical error. ‘' The Maine-
+udefinitions do not cover every conceivable sentinel event; nor does the NQF list. But the

current law provides extensive valuable information to the public and to the provider
community, and could be enhanced even further by adoptmg the Division’s -

. recommenddtlons

:Second, the majority report contends that Maine’s current definitions of sentinel event
improperly allow for variability and provider judgments because the reporting of

unanticipated deaths or loss of function is limited to those events “unrelated to the natural
course of the patient’s illness or underlying condition or proper treatment of that illness
or underlying condition.” This phrase is intentionally part of Maine’s sentinel event.
reporting program because improper care is a key factor in reporting these events for
several reasons. Certainly Maine’s program is consistent with the national focus around
sentinel events, which is the prevention of medical errors. Also, the Maine
administration, consumers and the media all refer to Maine’s sentinel event reporting
system as a report on improper care. I’ve attached the newspaper articles provided to the
committee by the Maine Hospital Association to illustrate this point. This connection to
medical errors is precisely why Maine’s law contains the link to proper care and
underlying condition. Given that the Maine program is clearly and irrevocably seen as a
report on provider blunders, this phrase is critically important so that events beyond the
control of the health care system are not attributed to the reporting provider as an error.

I also believe that the NQF list of reportable events also has intrinsic ambiguity. For
example, on the NQF list of reportable events, whether a “device” was used “for
functions other than as intended” would certainly be the subject of provider discussions
and judgment: Not only do'I believe that such ambiguities are inherent in any list of-
reportable events, but I think they stimulate invaluable discussions within the reporting
facilities that assist in their efforts to implements system changes that will prevent
recurrence.of the event. I must also note the provider community’s periodic collaborative
educational programs with the state’s. Sentinel Event Team to discuss this and any other
questions that may arise around-Maine’s reportable events helps provide some :
interpretive:clarity and reporting consistency.
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The committeg was alsoconcerned that such variability would rendet the state’s a‘nnu"»il
reports useless for trending and comparing performance from one vear to the next, While'
the current Majne law and the NOQF list both have some events that are UNEGUIVOE i.Hy IRt
reportable, e.g. “surgery performed onthe wrong patient”, both lists also haveevents that -
sare-not so clearly defined and T don’tsee this fact as a fatal*tlaw. The inteinsic: vguw’mhty
of both the Maine and NQF lists is aitothetreason: [ disagree with the proposed - !
srecommendatiof to.add to the NQE list to the existig prograq. blmply adding - oo
~ ~additional reportable events; with their own dehm’uoual issues; dms noihuw fo addl(’S‘ RE
a,ny perceived Vaudblhty g lhe %ystcm SRR : ‘

- Some (,ommlttee members alsothought that.the unavoidable variation might also result ..
v 7in the potential for under-reporting of sentinel-events. While [ didn’t see any clear ..
#evidence ofunder-reporting, ner do I understand why simply adding more reportable.
zevents to the Maine statute would address this issue, [ wholeheartedly support fully -
funding the state’s sentinel eveut division so that they may perform audits to assure full
creporting. [ understand that sorne Committee members are concerned that the state may
.not reach the same conclusions as a facility did with regard to the reportability of some
“.scntinel events, but I believe that the audit process will fairly reveal any patm ns of
~under-reporting that may exist. '

I also believe the current program will be enhanced when the Sentinel Event Team has

. adequate resources to follow-up with reporting facilities as recommended by the Division
of Licensing and Certification. While the current public reporting system serves as an
accountability tool, the ultimate goal of pleveutmg sentinel events will benefit from
continued state over31ght :

When the l‘egislature approved the original bill, it called for funding four state positions.
Unfortunately, despite my best efforts, only two positions were funded so the state has
been unable to entirely. fulfill the statutory intent.” T continue to support the four positions,
which are necessary to maximize the reporting programn as it was originally designed.
I’ve attached the Division of Licensing and Certification budget estimates of what may .
be necessary to fully implement thelr recommendahous which have my unquahﬁed

support.

The majority report makes two other recommendations: - to adopt the sentinel event
taxonomy created by the Joint Commission for the Accreditation of Health Care
Organizations and endorsed by the National Quality Forum and to amend Maine’s law so
that the state can send de-identified reports to federally certified “Patient Safety
Organizations.” The sentinel event taxonomy may be adopted through rulemaking when
it is publicly available to all providers required to report sentinel events. Currently, -
JCAHO hospitals have-access to the taxonomy; but the final NQF-endorsed taxonomy is
not publicly available. . According to Maine Hospital Association comments, the NQI is
in the process of finalizing the taxonomy and developing national implementation -
guidelines. Therefore, I believe that requiring use of the taxonomy at this time is
premature, although I support its use when it becomes available and note that legislation
is not required to mandate or permit its adoption.
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. Congress:recently:passed legislation authorizing the-creation of federally cettified Patient -
Safety Organizations that wounld-gollect-patieni-safety data voluntarily submitted by -

providers.:. The federal law directs: the Secretary of the Department of Health and FHuman
I Bl 11} F

« Services to issuerales specifying the details for the operation and certification processfor « =0 v+ e

.. the Patient: Safety. Organizations. f believe-amending Maine’s statuté to allow:state
transimission:of information:to the Paticnt Safety:Organizations is'very premature, giver:. -

~that no regulations have yet beensigsued for puiblic. comment. Tt will likely beyears . v
before the regulatory process is complete; the ceititication process is in place and the first =

Patient Safety:Organjzation is in operation.

If, after the recommendations I endorse are fully implemented, new facts emerge that
may-warrant amending the sentinel event reporting-statute, I strongly recommend that a .
legislatively. convened study group be charged to-review the program. The-original
program was developed collaboratively, with all stakeholders having an equal voice at « = -
the table. .I believe the:success-of this program was the direct result of this collaborative -
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MQFAC Ad Hoc Comnuttee 0 el e
Maine Sentmel Event Reporﬂug Syﬁem s .

October19 2005 T VAT SO ,
Participarits: Jonathan Beal (Ad Hoc Comm1ttee Lhan) Denms Shubert, MD (Maine
Quality Forum), Becky Colwell (Maine Quality Forum Advisory Council), Lou Dorogi
and Denise Osgood (Licensure and Certification), Rep. Lisa Miller, Becky Martins
(National Patient Safety: Comtnission), Pat Philbrook (Maine State Nurses Association),
Rep. David Trahan; Blsie Freeman, MD (DHHS,: Adult Mental Health), Sandra Parker -
(Maine Hospital Association), and David Whlte (Mame Quality Forum). Taryn Bowe
(Muskie School) prov1ded staff support

Background o

Jonathan Beal made mtroductlons and identified that the purpose of the Ad-Hoc
Committee is to review the Maine Sentinel Event Reporting System in light of several
national developments

The meeting agenda was revised due to the absence of Maureen Booth and Jill Rosenthal,
the meeting’s two scheduled presenters. The group briefly reviewed the structure of the
committee. Although voting is limited to appointed committee members, meetings are
open to the public and interested persons are encouraged to attend and share their ideas.

Dr. Shubert outlined the charge of the committee and clarified that the committee’s intent
is to:

Review how the Maine sentinel event reporting system aligns with the events and
taxonomy of the Nat10na1 Quality Forum (NQF);

Assess the impaCt of the Patient Safety and Improvement Act of 2005. In particular is
the question of whether and how events that are reported under Maine’s reporting
system could be reported into a PSO so that learning and quality could be improved.

Propose legislation that places the Maine system 1nto closer alignment with the NQF
and Patient Safety and Improvement Act

The purpose bf the comuinittee is not to:

Change thé confidentiality requlrements or remediation procebses that are currcnﬂy in
law.

Current Status of Mandatory Hospital Reporting in Maine

Lou Dorogi provided an overview of Maine’s current sentinel event reporting system.
Before Maine’s sentinel event system was established, patient safety issues were dealt
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with through state and federal licensing and certification reviews on a site-specific basis.
Within the past year, the two-person sentinel event team within the Division of Licensing
and Certification ha$ been collecting baseline data on sentinel events. The data collected
is kept confidential within the, Sentinel Event Team, and the rest of licensing is not able
to access it. In total 24 sentlnel events have been reported in the past year, primarily

from hospitals. ’
The Division feels that Maine’s ‘sentinel event system is working. Hospitals have gotten
on board rapidly and proféssionally, and thete is a healthy exchange of information. The
keys to'the current system are confidentiality and reporting without punishment, A
weakness is that there is no way of validating that all events are being reported.

* The team is prepared to address system -wide quahty 1mprovement by observing trends
* over time and staymg tuned-in to developments in other states that may prompt changes

in Maine’s own system.

Issues for Consideration when Aligning Maine Sentinel Events with NQF

The following general issues related to adopting NQF’s events and taxonomy were
.discussed:

Determine whether and how critical incidents on behavioral health side will be -
addressed in the system and included in any future reporting to PSOs.

o Assess the capacity of the current Sentinel Event Team to adapt to new reporting
categories. This will involve estimating whether the number of reported events
would increase, decrease or remain the same using NQF criteria and determining
what, if any, additional technical resources are needed to aggregate data for
reporting to PSOs.

o Decide how to address Maine’s unanticipated deaths that are not otherwise
specified by NQF categories.

Other Concerns

o Quality of aggregate data. The general consensus was that PSO data would be
helpful for Maine in examining and identifying areas of risk. However, some
committee members questioned the integrity of the data seeing as it would come
from states with different types of reporting systems (mandatory vs. voluntary)
and potentially with different understandings of event category definitions.

o Concern with changing current system. Hospitals played an integral role in
developing Maine’s sentinel event system that was subsequently placed into
current law. There is concern that the system’s original intent and key stone (i.e.
confidentiality) will be compromised if the statute is introduced back into the
legislative process. (Licensure and Certification, Rep. Trahan)
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Follow up Actlons

1.

Concern with lack of definition and clarity around PSOs. The PSO legislation
does not include standardized definitions for the reporting of sentinel events thus
making comparisons and aggregation difficult.

The state’s role. Hospitals did not object to voluntarily reporting NQF events to
the PSOs., There was, however, hesitancy to adopt a policy in which there would
be mandatory reportmg of this 1nformat1on by hospitals to the state.

o

T,
¥

Committe'e members and other interested parties were asked to formulate their

thoughts and recommendations and send proposals for aligning Maine Sentinel

Events with NQF to:Maureen no later than October 31. Maureen will compile
this feedback and bring it to the next Ad Hoc committee meeting.

The Muskie School will revise its comparison chart to include a column on
JCAHO?’s performance measurements. At the next meeting, committee members
will go through this chart item by item and discuss specific sentinel events where
modifications may be necessary.

The Muskie School will prepare a visual that outlines the issues and concerns
raised and maps out how these are related to the committee’s primary charges.

Date for Next Task Force Meeting

The next meeting was scheduled for November 2, 2005 from 1:00 — 3:00 at the Dirigo
Health Agency. Maureen will send out notice to participants.
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SUMMARY NOTES

MQFAC Ad Hoc Committee

Maine Sentinel Event Reporting System

November 2, 2005

Participants: Jonathan Beal (Ad Hoc Committee Chair), Dennis Shubert, MD (Maine
Quality Forum}, Becky Colwell (Maine Quality Forum Advisory Council), Lou Dorogi
and Denise Osgood (Licensure and Certification), Rep. Lisa Miller, Becky Martins
(National Patient Safety Commission), Pat Philbrook (Maine State Nurses Association),
Rep. David Trahan, Sandra Parker (Maine Hospital Association). Maureen Booth
(Muskie School) and Jill Rosenthal (National Academy for State Health Policy) provided

staff support.

- October 19, 2005 Summary Notes

Summary notes from the Committee’s October 19, 2005 meeting were accepted as
distributed.

Activities since Last Meeting

Jonathan Beal thanked the Maine Hospital Association and State Licensure and
Certification for submitting comments since the last meeting regarding thoughts and
recommendations for changing Maine’s sentinel event reporting system. It was also noted
that comments were also submitted by OMNE, copies of which were handed out to

members.
Overview of Committees Charge and Issues

Maureen Booth referenced Attachment B which identified the Committee’s 4-point
charge and issues that have surfaced in discussion to date. Jonathan Beal indicated that
this was the second of the Committee’s three meetings, after which a report and
recommendations will be submitted to the Advisory Council of the Maine Quality Forum

for review.

Review of Differences between the Maine Sentinel Event Reporting System and the
National Quality Forum

Maureen Booth and Jill Rosenthal reviewed Attachment C, a chart showing differences
between NQF and Maine Sentinel Events. Corrections to the chart are discussed below.
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Attachment C (Abstract)

No Item ‘Discussion
I.C. | Wrong surgical procedure | Although there is no Maine equivalent, it was noted that incidence
performed on a patient . | could be abstracted from claims data. It was also noted that claims data
must be requested, that there is a charge for such analysis, and that
information is not publicly available.
LD. | Retention of a foreign Same as I.C.

: object in a.patient after :
surgery or other
procedure

IV.B | Patient death or serious disability It was consensus of participants that the
associated with a hemolytic reaction Maine event is not equivalent to that of
due to the administration of ABO- NQF but is essentially “more broad” in
incompatible blood or blood products that it includes all unanticipated deaths.

V.B | Any incident in which a line designated | While there is no State equivalent under
for oxygen or other gas to be delivered | the sentinel event reporting system,
to a patient contains the wrong gas or is | such events are reported to the FDA.
contaminated by toxic substances.

V.E | Patient death or serious disability - Serious disability as a result of restraint
associated with the use of restraints or | in a gerry chair is reportable.
bedrails while being cared for in a
health car facility.

VI.A | Any instance of care ordered by or While there is no State equivalent under
provided by someone impersonating a | the sentinel event reporting system,
physician, nurse, pharmacist, or other such events must be reported to law
licensed healthcare provider. enforcement.

An additional major difference between the NQF and the Maine sentinel event reporting
system was discussed. According to Maine law, anticipated deaths and major permanent
loss of function are reportable when they are determined to be unrelated to the natural
course of the patient’s condition or underlying condition or proper treatment of that
illness or underlying condition. Determining “proper treatment” is at the discretion of the
healthcare provider based on their review and investigation of an event.

Participants generally felt that the Maine statute cast a broader net than that of NQF and
focused on reports that fall clearly in the category of medical error, as determined by the
healthcare provider. Opponents of that position argued that the NQF list focused clearly
on events that were preventable and were inherently considered errors.

The question also arose as to whether in fact, given the “proper treatment” clause,
Maine’s statute in fact captured more events than the NQF. Although definitionally
Maine terminology seems broader, we cannot tell how many events are not reported
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because the hospital determined that proper treatment was rendered. This substantially
degrades the utility and value of the Maine sentinel events program for tracking and
trending events.

A compromise position was discussed which-would keep the events as currently required
but analyze them in accordance with the NQF categories and taxonomy. This option
would provide a means to more clearly track and monitor the specific nature of adverse
events in Maine, where those events are currently reported, and benchmark them to
national standards. The NQF 27 events would stand alone or have to be added to the
definitions of sentinel events where currently omitted [e.g., Pressure sores, gas line
errors, etc], and the “proper treatment” filter would need to be eliminated in order to
assure that all NQF events made it into the net.

Patient Safety Organization (PSO)

The Patient Safety and Quality Improvement Act of 2005 provides for the designation of
patient safety organizations by DHHS to compile and analyze data related to medical
errors and adverse events that are voluntarily submitted by health care organizations. The
Committee discussed whether to amend Maine statute to allow the Maine Sentinel Event
Team to report de-identified data collected under its reporting system to a PSO for
learning purposes.

Participants expressed concerns that such action was premature given that so little is
currently known about PSOs and that methodologies for establishing PSOs and collecting
patient safety information has not yet been developed. There was also reservation about
whether the PSO could accept data that had been collected under a mandatory reporting
system. To the extent that data was reported to the PSOs, many felt that it should be done
on a hospital-specific basis and/or through collective agreement via the Maine Sentinel

Event Team.

NQF Taxonomy

The NQF has endorsed the National Voluntary Consensus Standard for a Patient Safety
Event Taxonomy that provides the structure and values for reporting aspects of an event
such as the location, where an event occurred, the likely clause of the event, etc. This
taxonomy further specifies broad language currently included in Maine’s statute about
information that must be included when reporting:an event.

It was generally agreed that use of the NQF taxonomy would require regulatory change
and could not be adopted through policy or guidance.
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Jeopardy

The question was raised as to the implications of re-opening the Maine statute for
revision and the possible loss of existing gains. Participants agreed that current
confidentiality protections should not be threatened and that accountability should stay at
the industry level. However, at the industry level, accountability could be enhanced _
through more resources and focus within the Sentinel Event Team on root cause analyses,
validation and enforcement. Whether or not statutory changes are proposed to adopt the
NQF list and taxonomy, recommendations should address the issue of capacity to
adequately perform the full range of responsibilities of the Maine Sentinel Event Team
within the Division of Licensure and Certification.

Next Meeting

The next meeting was scheduled for 9:30 a.m. — noon on Tuesday, November 29, 2005.
The location of the meeting was subsequently changed to the Maine Health Data
Organization, 151 Capital Street, Augusta.
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SUMMARY NOTES

MQFAC Ad Hoc Committee
Maine Sentinel Event Reporting System
November 29, 2005

Participants: Jonathan Beal (Ad Hoc Committee Chair), Dennis Shubert, MD (Maine
Quality Forum), Becky Colwell (Maine Quality Forum Advisory Council), Rep. Lisa
Miller, Rep. David Trahan, David White, Maureen Booth (Muskie School), and Jill
Rosenthal (National Academy for State Health Policy), Those in attendance representing
stakeholders were Kellie Miller (Maine Osteopathic Association), Gordon Smith (Maine
Medical Association), Sandra Parker (Maine Hospital Association), and Mary Mayhew
(Maine Hospital Association). Also in attendance were Lou Dorogi and Denise Osgood

(DHHS).

November 2, 2005 Summary Notes
Summary notes from the Committee’s meeting of November 2, 2005 meeting were

reviewed and accepted as distributed.

Draft Committee Report

Maureen Booth and Jill Rosenthal presented their draft committee report going through
the six sections individually. The attached report reflects the changes suggested by the
committee addressing non-substantive suggestions. Review of the report engendered
significant discussion but the chair channeled into the review of committee findings and
recommendations. Dr. Shubert went through the committee findings item by item. New
item 8 was added different from the list distributed. The appended report suggested
wording changes. The list of findings was accepted by the commlttee 4 yeas and 1 nay
with Dr. Shubert not voting.

Draft Recommendations
Dr. Shubert then started to lead the committee through the draft recommendations. There

was not time to complete the recommendations and accept them. The appended draft
recommendations included suggested changes in items 1 and 2.

Preliminary Physician Survey

The chair reserved time to discuss the preliminary physician survey. Dr. Shubert
explained that the survey had two goals. One goal was to assess the degree of variability
in reporting in Maine’s present system as well as assess degree of under reporting
unrelated to variability and interpreting the proper medical care clause. The committee
agreed that Maine’s present system has a great deal of variability therefore diminishing
the ability of the present system to allow the division of licensure and certification or the
Sentinel Event Team to establish degree of under reporting and also to prevent the
creation of a stable indicator of progress on reducing serious events. Since the committee
agreed to the findings that the survey was intended to document there was a consensus
that the survey should not be utilized.
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Proposed Budget for Strengthening of the Sentinel Events System

The Division of Licensure and Certification distributed proposed budget for
strengthening of the sentinel events system and redistributed its proposed changes that
would not require statutory changes. Those are appended.

Next Meeting
The chair recognized the inability to complete the agenda and scheduled a follow-up

meeting for Thursday, December 1, 2005 at 2:00 PM at the Maine Quality Forum offices
located at 211 Water Street.
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SUMMARY NOTES

MQFAC Ad Hoc Committee
Maine Sentinel Events Reporting System Statute
December 1, 2005 :

Participants: Jon Beal, Chairman, Dennis Shubert, Lisa Miller, David White, Maureen
Booth, David Trahan.

Guests: Lou Dorogi, Sandra Parker

This meeting was a continuation of the November 29, 2005 meeting that was adjourned
because of time limits. The committee continued to work through draft
recommendations. Recommendations were gone through in sequence with language
changes noted on the final document. All seven recommendations were adopted with a 4
to 1 vote with Rep. Trahan the nay vote.

The committee also worked through a list of statements offered by Dr. Shubert to help
anticipated readers of the committee’s report to understand the context for the
committee’s work and its importance. The committee accepted that language as
appropriate for the final report.

The committee discussed how to incorporate Rep. Trahan’s request for a minority report.
It was agreed upon the Rep. Trahan would provide a summary of his minority that would
be included in the summary of the report itself as well as a minority report which would
be included. Rep. Trahan made the point that he was concerned that the effort to change
the statute that he was so instrumental in drafting and adopting that would potentially
alienate providers and interfere with the function of the statute itself.

The proposed physician in quality improvement personnel survey was discussed. It was
agreed that the survey would not be sent as it was the full agreement of the committee
that the present ME Sentinel Events statute process did indeed introduce a variability into
the functioning of the sentinel event process and as noted in the committee
recommendations whose agreement that it was likely under reporting.

During the meeting the committee accepted multiple public comments.
Mr. Beal thanked the committee fortheir effort in what he characterized as an

intellectually honest effort and there was clear acceptance on the behalf of all committee
members that each person’s viewpoint and position was appropriately acknowledged.
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APPENDIX E: Public Comments

Hospital Licensing & Certificétion Recommendations, October 2005

The following are recommendations for working within the current Sentinel Event

Reporting Statute, 22 M.R.S.A., and Sections 8751-8756:

1.

1)
k)
D

Categorize all current /future Sentinel Event data utilizing the NQF core set of
reporting standards. Include the NQF reporting categories in the public reporting
of events, to include the Annual Report to the State Legislature.

Revise The Governing Board (Chapter VI) Regulations for General and Specialty
Hospital to include criteria for what is a credible and thorough Root Cause

Analysis:
Is facilitated by an individual trained in the root cause analysis process;
Involves, if necessary, consultation with internal of external experts;

Involves the active participation of leadership; and includes consideration of
relevant and available literature.

Involves a complete review of the event, to include a flow chart of events;

Includes interviews with all readily identifiable witnesses and participants;

‘Includes a thorough review of all related documentation;

.

Identifies the human and other factors in the chain of events leading to the event;
Identifies system limitations related to the occurrence;

Involves a thorough literature search related to the event to assist in determining
potential improvement in processes or systems and where redesign might reduce
risk;

Makes reasonable attempts to identify trends of similar events which have
occurred in the facility;

Identifies specific process and system improvements; and

Identified corrected action is documented with a clear assignment of
responsibilities and corrective action time frames.

Conduct random follow-up reviews of identified Sentinel Events to assess
implementation of corrective action plans.

Conduct follow-up reviews on events identified as having a potential for a high
risk of reoccurrence, significant impact on a high volume of healthcare
services, or at high risk for death or serious injury if corrective action is not

implemented.
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5. Conduct periodic (minimumvof quarterly) review of all complaints captured in
health care entities defined in Statute. The purpose of this audit process would be
to identify any potential Sentinel Events and review for appropriate reporting.

6. Revise The Governing Board (Chapter VI) Regulations for General and Specialty
Hospital language to include: The Division may conduct random audits of any
and all applicable health care facilities, and review facility data to assure
compliance as outlined in this Statue. This review may include, but will not be
limited to, review of organizational event logs, review of organizational records
and periodic audits of complaints received by the Division.

7. Consider adding to the Quality Management Process (Chapter XXI) of
Regulations for General and Specialty Hospital a requirement regarding FMEA
(Failure Mode and Effects Analysis). FMEA (Failure Mode and Effects
Analysis) can be defined as a systematic way to 1dent1fy prioritize and eliminate
known or potential errors before they occur.
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OMNE-Nursing Leaders of Maine, October 31, 2005

OMNE — Nursing Leaders of Maine appreciates the opportunity to provide comment on
changes under consideration to the Maine Sentinel Events Reporting Law. Our
comments are based upon the initial discussion held by the Ad Hoc Committee on

October 19, 2005.

Aligning Maine Sentinel Event Reporting with NQF

In reviewing the existing sentinel event reporting criteria defined in Maine statute in
comparison to the NQF standards, Maine actually captures more information overall
particularly related to unanticipated death reporting. Rather than limit the reporting
criteria, DHHS Licensing & Certification along with providers could categorize the
unanticipated death events given the existing broad statutory definitions. The NQF events
not captured in the existing reporting requirements to DHHS are captured elsewhere in
hospital reporting to MHDO and other entities. During the presentation provided by
Licensing & Certification, it became clear that the law is working, hospitals are reporting
and there is an exchange of information between the state and hospitals when events are
researched. We do support the need for additional resources for the Division of
Licensing & Certification as was originally envisioned when the reporting law was
passed. Fundamental to the success of reporting compliance is the confidentiality
protections carefully crafted in the Maine sentinel event reporting statute. While
comments were expressed by Ad Hoc committee members stating that removal of the
confidentiality protections were not on the table for discussion, once the issue of sentinel
event reporting moves back to the legislature, it will be subject to agendas outside of
MQF control, and thus subject to removal. OMNE opposes any Legislative initiative that

seeks to amend the mandatory reporting law.

JCAHOQO Patient Safety Event Taxonomy

We support a general long term goal for utilization of the JCAHO taxonomy to enhance
sentinel event reporting. Once the NQF has completed their review and published
implementation guidelines, we would welcome the opportunity to evaluate
implementation of the taxonomy tool here in Maine.

Reporting of Sentinel Events to the National PSO

It was in this year, 2005, that Congress passed the Patient Safety and Quality
Improvement Act. Rules implementing the legislation will be promulgated in the Federal
Register for public comment and later in final format. We support the MQF monitoring
the federal rulemaking process, providing comment as appropriate and upon finalization
of the rules that define the PSO program operations evaluating the potential role of MQF.
Noting that this process generally takes two to three years, it is premature for Maine to
impose any reporting criteria to entities that do not exist.
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Maine Hospital Association, October 31, 2005

On behalf of all Maine’s community non-profit hospitals, the Maine Hospital Association
offers these comments on the Committee’s proposed changes to Maine’s sentinel event
reporting law.

Maine’s sentinel event reporting program is relatively new, but as the Committee heard at
its first meeting, it is working well from both the regulators’ and the hospitals’
perspective. The discussions between the hospitals and the state staff, both at the
individual facility level and also at statewide meetings hosted by the MHA, have
provided the necessary clarity to the broad statutory language. In fact, Maine’s law
arguably captures more sentinel events than the National Quality Forum’s list of 27,
which in many cases, is overly specific. Our state’s first annual report also provides a
valuable baseline for trending forward, which will be lost if the statutory scheme is
altered. Finally, while we understand that removing the confidentiality protections will
not be one of the Committee’s recommendations, we remain concerned that opening this
statute to amendment will provide others with the opportunity to destroy the protections
which are critical to the success of the system. Congress recently reaffirmed the value of
confidentiality when they voted to protect the information reported to the Patient Safety
Organizations. To truly support a culture of safety, hospital staff must rest assured that
their reports will not be used against them so confidentiality is key to encouraging the
reporting of sentinel events.

Regarding the details of the National Quality Forum list of 27 reportable events, we note
that the majority of events are covered under Maine law, with state law definitions being
slightly more or less inclusive. Exceptions include information that is already externally
reported to other entities. Specifically, “wrong surgical procedure performed on a
patient,” and “retention of a foreign object in a patient following a surgery or other
procedure” are both captured on the administrative claims data sent to the Maine Health
Data Organization. The “stage 3 or 4 pressure ulcers acquired after admission,” while
very rare occurrences given the decreasing lengths of stay, should be largely captured by
the mandatory reporting of the nursing sensitive measures. “Any instance of care ordered
by or provided by someone impersonating a physician or other licensed healthcare
provider” would be immediately reported to law enforcement. Finally, “any incident in
which a line designated for oxygen or other gas contains the wrong gas or is
contaminated” is required to be reported to the U.S. Food and Drug Administration.
They have issued advisories to providers on this very issue, as a result of the mandatory

reports.

We also note that statutory changes are not necessary in order for hospitals and the state
staff to utilize the nationally-endorsed taxonomy, when it becomes available. We are
pleased to see that the National Quality Forum is taking the initiative to fine-tune the
taxonomy and issue implementation guidelines. We agree with the Committee that using
the taxonomy will improve the value of reported sentinel events, not only in Maine, but
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nationally in the Joint Commission on Accreditation of Healthcare Organizations’
sentinel database as well as the Patient Safety Organizations’ database network, when it

is created,

We look forward to the Secretary’s regulations that will create and set certification
standards for Patient Safety Organizations. Since the PSOs do not yet exist, we believe
statutory changes referencing PSOs would be premature and inadvisable. Further, we

. don’t believe it is necessary for the state to forward Maine’s data to a PSO, however, as
the federal statute clearly states that PSOs will be set up to accept voluntary submissions
of a wide range of information from providers. Should the state forward the de-identified
reports, there would be a danger of duplicate submission if the hospital inadvertently
included data it sent to the state, along with other information that the PSO might accept.

Finally, with regard to the Division of Licensing and Certification’s concerns, we will
continue to work with their staff to improve the state’s reporting program and provide the
forum for educational sessions on the data. We believe that the state currently has the
requisite authority to follow-up after a reported event, which may be accomplished by
submission of minutes or other documentation to conserve state staff time. We will also
continue to work with our members and the state to encourage appropriate submission of
all reportable events.

Therefore, we do not believe the proposed amendments are necessary or desirable at this
time. Thank you for the opportunity to comment.
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Maine Hospital Association, November 8, 2005

On behalf of all Maine’s community non-profit hospitals, and in response to concerns
raised at the November 2™ meeting, the Maine Hospital Association offers these
additional comments regarding Maine’s sentinel event reporting law.

Committee leadership voiced considerable concern regarding a clause in current Maine
law that limits reportable events to those “unrelated to the natural course of the patient’s
illness or underlying condition or proper treatment of that illness or underlying
condition”. First, we are appalled and offended at the characterization of that descriptor
as an “escape clause” that is used to avoid reporting sentinel events. The statutory
language was not accidental; it deliberately and accurately reflects the intent and function

of the sentinel event reporting program.

The mandatory reporting program has two purposes: accountability at the industry level
and improving the quality of care by requiring the analysis necessary to identify system
changes to prevent recurrence of any of these events, and then implementing the
appropriate changes. Health care providers’ obligations under Maine’s law do not end
with the identification and report of a sentinel event. The law requires that each event be
subject to extensive analysis to identify processes that may have contributed to the event,
identify changes that could be made to reduce the risk of recurrence and then providing a
description of the specific corrective action taken. To meet the dual goals of the law, the
statutory language requires this analysis and action for those sentinel events that hold the
greatest potential for hospitals to reduce future risk—those events unrelated to the illness
or underlying condition or proper treatment thereof.

The issue of error or improper care is a key factor in reporting these events. The Institute
of Medicine'?, the current state statute and the new federal law’® on patient safety and
quality improvement all premise their work on error prevention. Even the first two
words in the preface to National Quality Forum's publication of the 27 reportable events
are "Healthcare error..." and the report goes on to state that their charge was to come up
with a list of "preventable adverse events".

Deleting the clause relating the reportable event to the underlying condition or proper
care would also be in conflict with the state and public view of this reporting scheme,
which is that the state’s database of reported sentinel events are all due to medical errors.
This perspective is clearly reflected in the sample of attached media reports as well in the
more recent Maine Public Radio interview with Dr. Shubert where it was reported that:
‘“Last year fifteen people died in Maine hospitals from causes attributable to medical
errors.” The current statutory language is a reasonable attempt to capture only those
sentinel events attributable to medical ‘errors.

12 The 1OM describes “To Err Is Human” as a publication that “breaks the silence that has surrounded medical errors

and their consequence...”

'3 The White House Press Release announcing the Patient Safety and Quality Improvement Act states: “And by
providing doctors with information about what treatments work and what treatments cause problems, we will reduce
medical errors that injure and cause the deaths of thousands of Americans each year.”
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Expanding the list of reportable events to include all unanticipated deaths or major
permanent loss of function would be misleading, unfair to providers, and potentially
alarming for consumers. For example, a patient may be admitted for a surgical
procedure, receive optimal care in all respects and still unexpectedly die from a heart
attack. Falsely attributing this event to medical error, either explicitly or implicitly,
would be inaccurate and be a disservice to providers and consumers.

Expanding the list of reportable events to include a// unanticipated deaths or major
permanent loss of function would also overwhelm the dedicated staff of the Department
of Licensing and Certification and put the providers in the untenable position of
performing analyses of events where they cannot identify any hospital process that
contributed to the sentinel event, cannot identify any changes that could be made to
reduce the recurrence of the event and cannot describe any corrective action that they
could take. While we support the broader language of Maine’s law that captures any
unanticipated death or major permanent loss of function unrelated to the patient’s illness
or proper treatment of that illness, we object to inappropriately expanding the list of
reportable events. In these times of limited resources, we must efficiently and effectively
target our efforts, in both the public and private sectors. The current law strikes the
appropriate balance.

An additional benefit of relating the reportable event to “proper care” is that the clause
has been the spark for health care professionals to engage in debates around potentially
reportable events as part of the requisite analysis. These discussions appropriately focus
on a retrospective analysis of the care provided and identifying any possible changes that
could be made to improve the care and prevent the recurrence of the untoward event. No
one involved in the care is permitted to walk away from the discussion by simply
dismissing the event as unrelated to their individual role in the patient’s care.

It’s important to note that Maine’s sentinel event reporting statute was not intended to
replace all existing mandatory and voluntary reporting schemes, such as the U.S. Food
and Drug Administration’s mandatory reporting of deaths and serious injuries associated
with the use of medical devices or JCAHO’s sentinel event reporting program. While
Maine’s hospitals support transparency and the opportunity to share information that
might assist in preventing sentinel events, we do not support unnecessarily duplicative
reporting requirements. .

Thank you for the opportunity to comment.
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Budget Request DHHA (Sentinel Event Team)

General Fund

To fund the SFY-07 requirements for the Sentinel Events Program and receive, review ‘
and report serious medical errors, the following General Fund appropriation are needed:

2 Health Services Consultant (HSC) positions in the Medical Facilitieggunit of the
Division of Licensing and Certification to support receipt, review and reporting of serious
medical errors. : o

1 additional Health Services Consultant position to conduct follow up reviews for
identified medical error resolution, random reviews to validate reporting of sentinel
events and provide planning research and database support and analysis.

2007 2008

Positions (HSC) (3.000) (3.000)
Personal Services 150,718 155,239
Fringe 72,345 74,514
Training 10,000 10,500
Programming Assessment/

DB Preparation 25,000 10,000
Consultants ' 3,000 3,000
Travel 4,250 4,500
Total 264,773 257,753

Training consists of one (1) out of state training per HSC and additional state training.
Consultation consists of access to physician specialists at an estimated $100.00/hour.
Travel is computed for last year’s experience, plus addition of a third HSC.

Programming consists of assessment and construction of a database.
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