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At the request ofthe Governor's Office, the i\!Jaine·,.Qtlality Forum and the Maine Qtw:lityFm;um.t · .. , 
Adv.isoty Council fcmned an .ad hoc committee to eval1..1ate ivfainels prcsentri1andat01:Y sentiriel, :. 
event reporting systcni. The Advisory 'Coui1di asked Repr.esentative Trahan to:partidpate in : : ... · 

· r'ecogi'iition ofhis significant corrtribution to .the present. systenr. · Rebecca·Martins; ~Nh(1. aJso was · . . , . 
. <!'significant contributor to the present systeg1, pmiicipatecUhrough her.scat onthe.:lwlvisotty''.···:.:.' · 
Councit'aiui meti1bership on the Ad I-toc cbnimittee. AJJ identifiable stakeholcki:s wexc invLted · 
to'.participat~ including the DepartmenttofHealth and Human Services. 

''' • .. 
.1]le pres9~l~ sy~tf)m .i~ SHPP<?l:te~ ~Y .. tl1q ~~p per~o1~ se1'\tinel ever:l tea1Yl Junetioning.withinthc 
Dl.v1siori of. L1denst1re"\in<:1 Ceii:if1catiot{c)f I)bljaitthent of Health and Hmi1an· Services. · . · .. · 

II. FINDINGS. i\Nl) l{.E(~01v1MENDA1101'-JS~ · · 
. ,. 

' ' 

A. MAJORiTY SUMMARY (4 Ad Hoc C()mmittee .members support; rnaJor·ity 
Advisory Gouncii·membel's support) 

''' 

The Committee and the .MQ~~~Advisor.y Council ±9und: . 

• ···Maine's present sentinel event statute is a tribute to the dctetmination of forward looking 
dedicated people. The. present statute reflects .the consensus thinking around sentinel events 
at .the time ofits drafting .. 

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 ofthe issue ofhealthcare safety. 

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

o The sentinel event definitions in Maine's present statute require two levels ofprovider 
judgment (underlying condition, proper medical care) that introduce oppoitunity for marked 
variability that threatens the credibility of the reported sentinel events for the purpose .of 
public accountability at the state health care industry level. 

I) 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, 

19 There ls 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 are examples of well defined serious 
repmiable events useful for public accountability through public reporting. 

1 

' '' 

;:· ·,'. 

. .. , ,,, 



., Providing the Maine Sentinel Event Team with the <1bility to forward de--identifted. 
descriptions of standardized sentinel events to. national patient safety organizations partially. 
fulfills Maine's obligation to the national greater good without im:posing any identifiable · ·: . 
_burdet\o~·:e;x~o~me:to Mr~itle;~_yr~Tyiqers._, i .. :·. _·,; ..• 

G •.. The. conimit_tee: iit2ori6erne4ll~~it thei·e>is an iiidetel'lhiliate anwtmt of. undeneporti.ng Within , , 
. Maine'·s:systeriL··· .· ··; .. · · .·.·,:· .. :·. ··· ... · ·; · · ·· 

1 ; : '\ < I 1 \ J •• : : 
1
.,_' • I -, , ····;': •i', 

RECOMMENDATIONS·~. · .. · . . ''I • ' 
I.' . "" L~ 

.' .. l: , .. ; 1 .. ·. _: :)<•_:"'"t. <-' ... 
' I "t • •, '. • .~ l 

61 Maihtairipresetitlevelofc6ntidentiality and accountability to continue to promote reporting. 

• . A_ddthe Natio,n\]-1 Qltal~ty Fortup 's neve,r evel).ts. tn Maille's sentinel event reporting statute. 

e 'The MaitieSentirie(Eveht team·annuihei:iort shall confirm completion of planned corrective 
and preventive actions related to previous reported events. 

• Through rule making, require providers to use the sentinel event taxonomy developed by the 
Joint.~ommissiqn for Aocredttq_tionofHealthcare Organizations and endorsed as a national 
voluntarYconsensus standard' by the National Quality 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 Division of Licensure and Certification to adopt a protocol to assess compliance 
with thesentine1 event statute. . ' 

o Encourage the sentinel event team to follow up and collect data on implementation of 
provider plann,ed ~,ystem conections to systeill failures responsible tor prior sentinel events. 

• Provide the Maine· Sentinel Event team and the Division of Licensure and Certification 
adequate resources to fuHill these recommendations as well as its existing statutory 
mandates. (Fundipg request details Appendix E) 

. ' i . . ·~ ,I ·, . , ' 

I:', 
.-... 

B. MINORI'fY SUJVIMA.RY (fcc)mmitt~e member supports) 

• As the legislature found jUst months ago, the ·current sentinel event program is working well 
and it is premature· to significantly change the program or even create a legislative study 
around possible :changes. · 

• The Divi'sion of Licensing and Certification, the state agency with the expertise and 
responsibility fotthe prograll:i, made· reconnnendations that would improve but not 
substmi.tially after-the program.· These a:re the -only changes that should be made at this time. 

• Layering on the NQF list ofreportable events. to the existing law does nothing to address the 
'- niajority's contention that the current statutory language is too variable to be a stable 

database. Adding additional reporting requirements simply adds more variability and distorts 
the baseli_ne data collected to date. 
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o T'he national cnnscnsLlS"Stan:d::m:i taxonomy:can be adopted by the department through rnl.c · -: : · 
. m~Jking whon.~appropriate. ' · · · · . . ~ , · ·,: . .· 

, ·It isj)r~;matiir~ to amend the ·sbitttte to allo~i for~varding of aggregated; de-id1~nt:ifkd :data to a 
national patient safety drganization since. they~ do r\:otyct exbt. 

Ill. BACKGROUND AND PROCESS 

It is impmiant to understand why so much effort was invested in this appraisal: Tile 'evalHators 
agreed that the background for this.effoet is summarized by: 

• Preventable .patient injury and death, caused in lm:ge part by the failure to support inherently 
safer systems of care, occur often in the U.S. and Maine. The exact number is unknowable. 
presently. 

,. 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 determination by 
providers to avoid preventable patient injury and death. 

• Quality improvement science and common sense converge on accepting the statement that 
"you can not improve what you do not measure". 

• Maine must have a reliable measure ofsuccess 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 injuries and deaths 
occurring in Maine, time is of the essence. 

NARHf\ TIVE 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. Bea1 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 adclitionto Dr. Shubert and Representative Trahan. 
Representative Trahan had been invited to participate because of his major part in drafting the 
statute in force. · · 

Mr. Beal outlined changes in the environment addressedby the Muskie School ofPublic Service 
and the National Academy of State Health PoLicy (NASHP) report integral to this document. 
The discussion is sumrnarize.d in the summative notes appended. Mr. Beal requested written 
comments from public attendees which are also appended. 
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The second committee meeting took place telephonically to specifically review a survey of 
Ma.lne physicians to a(ldress ~he issues of y~riabil~ty Lntroduced into the sentinel event system 'bY, 
Lh() propei' lnedic~t bai·e si:-n1s~~. Eti1d..thc· c'6flcer1i ~bo11f unde'r·~reporting. It was _deeidccL to continue 
to reiirie the survey inid test with the provider group. ··. · 

The third committee meeting convened oi1 Noveri1ber 29. ·At tbat time the draft report fi:om·· · · 
1v1uskie/NASHP was reyiewed by theconu;nittce; ~;ith.minor suggestions om~redto·thereport: 
itself. The comrnittee then reviewed draft fihdirigs which it discu;;;sed and accepted public. · . 
comment. 'rhe findings were accepted with one dissenting vote. The meeting was cohtimied· · 
until December 1 at which time the committee worked through the draft recommendations. which 
received conl.mittee and public comment u,nd .then was adopted with one dissenting ,vote .. The 
committee also endorsed statements ot't-ered By :Dr. shube1i witlhhe intent of gaining common 
agreement on why the review effort was so important. Those statements were adopted by the 
committee. 

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 .A.ssessrnent ofthe Maine Sentinel Event l~e{Jo:rtiu~~ 
System 

December 2, 2005 

Prepared by: 

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

Prepared for: 

Maine Sentinel Event Ad Hoc Committee 
Maine Quality Forum Advisory Council 
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L B~ck~Jround 

t· 1,, · .. 11,· 

Jn Septdmber 2005, the Maine Qnalil:y Forum through the tvLrinc Quality For:un.t Advisory· 
Council established the Maine Sentinel Eyeqt Ad Hoc Com.mit.tee to ns~:es~i opportunities lb.r. 
streilgth'eningMairie'sse'iltincleventrel~orting·:-;ystt.;ai·ihi'ougll: . · · · ·· ._:.' _ · ·. 

Ill afigmnent of Maine's reporting•requiremcuts ·vvith the National Quality Formn's list uf; ·· 
serious reportable events · : .. 

0 use of a nationally accepted taxonomy to t~1cilitate analysis and reporting .ofcvenl.s 
Q sharing of data with a patient safety organizationt,n be designated by the-' federal AgeHcy For 

. ·, 

.I) 

Healthcare Research and Quality. . " 

Following a general discussion on the purpose of mandatory adverse evenf repmting,. thi~>.report. 
revievvs five major issues that impact on the natme and scope of the 1v1aine scntinehtvent · 
reporting system: 

o Adoption of the National Quality Forum (NQF) 27 Serious Event List· 

o Use of the "Proper Medical Care and Underlying Condition Clauses" in Maine · 

-9 Endorsement of a taxonomy by the NQF for reporting serious events 

o Legislation to establish Patient Safety Organizatiotts (PSO) 

o Staffing and resources 

The paper provides a general background on each of these developments, a dis(~ussion for 
possible implications for the Maine sentinel event reporting system, and options for 
consideration. After a brief discussion on issues of state capacity and resources, the paper 
concludes with a list of recommendations. 

Through its cooperative agreement with the Muskie School of Public Service aHhe University of 
Southern Maine, the Maine Quality Forum requested Maureen Booth of the Muskie School and 
Jill Rosenthal of the National Academy for State Health Polley provide assistanceto tbe AdHoc 
Committee in assessing the Maine sentinel event reporting system in light ofthe above is.sues. 
This report is largely a product of their efforts and 'Nas u~ccl hy the Ad Hoc Commlttce in. 
making their final recommendations to the Maine Quality Forum Advisory Council. · · 

L2. PLirpose of Mandatory Reporting of Sentinel (or Adversl~)·Evtmts: · 

According to the Institute of Medicine (TOM), medical enors :rank as a leading killer in the •. 
United States, with as many as 98,000 people dying each year as the result of cr:roi·s: in hospitals 
alone. The 1999 IOM report To Err is Human c.allccl on every state government to create a 
mandatory reporting system to collect standardized infi:n-mation about adverse events that result 
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1n death or serious hann to identify and learn From errors. 1 Alm.ost half ofall'states (?.4)havec . · . __ ,_, 
passed legislation, or regulation to operate mandatory repMting systems.1 

• · · ,; : 

... . : ' ~. ' 

ill M~nclatqry,r~poJ~ing ,sy~~e~ns _can help ic,lent;1fy ~y~terr( w~aknesses.· Single incident~rmay . · 
inc!i.t,4t(tl1at; ~~cmw e1W?'r-Pr~1~*ti~h)i1;~·¢Banis,i11~ 0J(': not working effectively m1d w~mant an 

. in:uiie~!ale i~e:~.t>d'n~t\ J~ditific'ati6r1 cif's)ish;tn' vveakn<~sses is' the hrst stepin dt:iving •' '·. 
improveihenis' i:ri' prdi~]rt safety. ' ' . '. . . . .. 

' ,,,·,-.• -. ·,-,:. '' ~ -• ,.·...-_, ~--.~· ::: {•I ',' ·., -~i~,:·, • ·~·· T l:·'oi .- ;'' I I 

" Manditoi'y 'rJpoft1ng systeHts c~il' COlllpli~inent 6ther oversight ti.mctions. states that cannot '. 
routil!-ely, inspect .\1,qs12i~al.~, i}r~~ lic.e~ls.ure _requ~r~.mentsrCly on investigations triggered by 
incidenf tepcHts to'pn)V)de an irnpc>ttant vvindqw irito''hospital patient safety.practices. · ' · 

I . '. ' - - ' ~ : ' • ·• ,' ' • • • I ' ' • ; i, : 1 I 

Mandatory reporting systems serve the interests of the public who expect state .governments 
to be aware of~and investigate repmis that may put a patient's safety in jeopardy. 

~andator~·:e;rABirig·.~ysr~~~:·Sr~·~~~ ~~{'ir#~;&1a1:;.t.'~h6ck·and balance to assure that a'facili~y's 
mternat pat1etttsa:fety actrvrttes ar·e·workmg·. · · · ' · · 

Public reporting of findings fro_m mandatory repmiing systems can allow the public and 
policy makers to foil ow the succe~s of provider safety e±Torts. 

1-\ccording to the.IOM, the. overriding reason to establish a mandatory reporting system is to hold 
healthcare fadlities 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. 4 

As the guardian ofpublit' safety, consmnersas~ui:iie that a state is aware of serious events when 
they occur aliil takes 1neasui:6s tb protectthen1 }igainst possible recurrence. Although not all 
adverse events ~·esuit fro iii ~rrois~'·stat'e's' 'ate' ablet<j' c!ob:duct independent investigations to 
determine or validate their root cause and to take collective action by alerting other facilities 

when itisfo~nd t~at/ut~I~· ~:v:en~s s~~ll~ lik'?lY_~e P.~·~v,el~tpd .. 
. .. .. / _._. '·-·-· ·-· . . . - ..... , ' ......... . 

A scconclai'y purpo~·e.· ·o{a fu~ndatory ~eporting systeiii .~~ay be to collect and aggregate 
inforn1atii:hi'acrdsk .. tacilitt'e8 tci i't'ripro~~ overall qtwJlty cii12i patient satety. Many mandatory 
reporting 'systems ertipl1asiie'actountabiUty but~lso iricdt;porate aspects of a quality · . . . 
impro~en\ent mod'el::They· d6 sOb)tsli~ring\vith: hil f~cilities the lessons learned from individmil 
reported inCidents sb thatsiifHlin·Jrilistakes cill'{be avoided in the future. 

~~s-~~~;;of ~~:ti~·;l::'j~ i;;r:~~; ~;~~~n: '~u~ldf~g /safer Health Care System (Washington, D.C.: 
National Academy,Pre_s_s_, 199,9), ;9 .... , . , ,, , 
2 See www.na§PP,,_Q[~_dM a lis(6~states , , - '·· ·• .· . . . .. . 
3For more irtforrr1itti<5il, see Jill Rosenthal, Maureen Booth, HoW Safe Is Your Health Care? A Workbook 
for Stat,~s Seeking to-Build Accountabl.lity arid QualitY IrrJ.i:lrovernent Through Mandatory Reporting 
Systems (Portlmid, ME: NationaJAcademy for State Hearth Policy, 2001). 
4 Institute of Medicine, To Err is Human: Building a Safer Health Care System (Washington, D.C.: 
National Academy Press, 1999), 86. 

8 

.. '1 ·_ 

! 



,"i 

.. ~ . 

Function · · 'Pros 
\,,I' . ,·!·" • 

AccouniabiiHy ami Aligns with state regulatmy fm1ctions 

Quality Improvcro~nt '· · Provides information to reporting facilities 

..... 
· .. ,, fo~internal q!}al,ity imprqyep1entpro_c~sses. · . 

' •·' ·~·. -' ' ' . . ,; . • I· '. . ' ,· 

Pr.ovldes a,n oppor(:unityJor states af)q . 
fa,ci!iti~s.to.,wori,c c'oll~b.oratiy .. ely. ·· · · .. , --·-· ---'---'---' -··-· ·.~._..:._'~~-· ~~_,_, 

1.3. Major N~tion~al Developments in 'Patient Safety 

Cons 

May !J;; seen as contHcthig with 
state's regulatory role: · · 

' 
Requires er1hanced analytic and 
educational resources 

~· ·~ . 
--·~-1---~--~_.\.---~~ ...... _ .. _.,.....__.,..._~ 

Maine enacted a sy.stem for rep6rti~lg stmti~el events in 2003 for the purpose of improving tl1e 
quality ofhealth ·care and patient safety.· Since the enactment of the Maine system, the patient 
safety environniertt has changed in many ways:· Patient safety reporting has changed as well, 
including: ... ·. 

• A concerted effort nationally to standardize patient safety reporting systems, inc.luding 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 explained in more detail later in this report. 

• Development of reporting systems: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 
MQF was intended to assess Maine's systein in light of these developments. The following 
sections provide detail about these Issues and whether and how they may impact Maine's 
existing sentinel event legislation. · 

II. NQF List of Ser.ious Reportable Events 

11.1. Background 

The IOM report urged Congress to designate the NQF as the entity responsible for establishing 
and maintaining a core set of reporting ~tanda'rds to be used by states. 5 Through a voluntary 
consensus process with representatives acrossthe spectrum ofhealthcare 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. 

5The National Forutn 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 national strategy 
for health care quality measurement and reporting. See www.qualityforum.org. 
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As the NQF indicates,the list ol s~;rlo!:is' repc)rt~ible events is.i10t intended to capture all events 
that may impact patient safety, Heins were chosen based on the following. criteria: 

o Of cbncer~ to both the public and 1E~~lthc~Ire·pr6t~ssip'i1als and providers, 
s Clearly identifiable.arid riicasurable, anct" " . ·. . -
11 Of a nature:such that the risk o.f oqcurreilCc is signif3.cantly iri.flm~nced by the policies and .. 

procedures ?fthe healthcare facility. ·· · 
'' 

To qualify for the 11st, .events were required. to be serious, ·usually preventable, and any ofthe . 
following: 

o Indicative of a problem in thehealthcare facility's sa:fety systems, and/or 
• Important for public credibility or public accountability given the serious nature of the 

event6 
· 

States have identified 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 trendedon a state;_by-state basis. Once identified, quality 
improvement efforts might be tailored to address them.7 

11.2 lmpiications 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 ofNQF. 

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 currently collects that 
are not required by the NQF. Aligning the Maine events with those ofNQF 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. 

6The 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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J=igure 1 - Overview of Differences Between NQF and ME Sentinel Events 
\ -~----- ·-·-- -----------~-----....._...:: .... __ ....::._ : ••• ~---- .::..._ __ ._ _ _1._ ___ ,_ ---·---~ .. ----·~--~ •• ~---- ..... -~---· ~---~ _.:_ ___ __ .__,_ --- "'-------~-,..---- - --------- -----· •••• ------' 

. - -. . . .. - . , ]--~Xo~G--- ___ :~·!E !~'~i~:e'_!~j~~~--- ----~.io __ _ 

NQF Serir)us Reportable Evetlf~ -- hJO'·ld [F(jli1- narroJ; :·)tate 

........ ________ ------·------... , -"c~--......J..~----. -·-·-~ ___ ,. ____ ::· __ .,. , .. :. --- '.__\. _,, * .. ~ ..... _ ~---··-.. •---- . - ~~;~-.. =~~-~:~l[•~"·'- ----~Ql'. ·- . G!~~~~-

:l~u~~if~~I!~~t~~~1~~~~~~~=~~±~~~f~~il~~tl~~E 
IJ. PR01lUCT_Q:R.J2.t.YJ1JiBYE.N~CS. · . · : · .. ··... ·.: ·,.. ·. ; . ·· .· . .· . . .• · .. · . . .· "-'-.:.~-~--- -~) ____ _ 
-A--P?ti~h o_r serio~~ disabilit);asW'~~~ct\vitG the-~~- of~-o~~t~~;~~lte~!'d;:ug~-,~d~~i~~~;·----"- X · . · · ·. . . 

bwlogtcs provtded by the healthcare facthty · . · · · · 
-B Pati~-;}'tci;-ath o~:·;e-rlOus -disahilitY-;~~oci;tl~d';ithth~-~-~~-~~~fu~~~;tj~;;-oT;·d~\~·ce i7l patient ~-;~-in~ -~·------- .... -- ---·--r ~ ..... ~,-·----- · ·-----~-----

which the device is used for functions other than as intended X 
"c"ritie;rt'-ci;;-irth-o-;:-~7ri~ms disability-a-ssO'ciated witb:i;rt~;~;·;zur;;; .. ~i-;.-~;;-bolism-t!;;;t occ~s whfle-·- _, _____ _ 

X _ being cared fo~ in a health care facility · _, ____ _ 
III.-PATIEN1>PROTECIIONEVENTS. · . -----.-------.---.--:-.....,.......~-~-·-_ .·--·-~.--. ----~. _ . \ -· ... ·. ~..,~"'":'"~·~-~---=-·:-:~-· 

rET~~~~~:;~::.::,::::~:~~:~~:;·~;;:~~;.::~~r~-~E~I==x=±~-
.l:Y· CA~ MANAGEMENT EVENTS . -~---· .. ~-----,c.-·----. 
A Patient death or serious disability associated with a medication erro;·-(e~g., e~o-;:~i~~;oi;ing~~rong-

drug, wrong dose, wrong patient, wrong time, wrong rate, wrong preparation or wrong route of . X 
1dministration) _ 

-1 ?atient death or serious disability associated with a hemolytic reaction due to the administration of 

·--~BO-incompatible blood or blood products -------·---·--·--·------·------
. C Maternal death or serious disability associated with labor or delivery in a low-risk pregnancy while 

being cared for in a healthcare facility 
D-·Patient death or serious disabi!'7ity.::..:..:a:.::s"'s"-o-ci-:-a-te-d:-w-:-it.h hypoglycemia: the ons-;;t(;f\vhich occ~;s whil~·-
___ tE~tient is be_ig_g cared for in a healthcare facili!)' ________________________ __ 
E Death or· serious disability (keni.icterus) associated with failure to identify and treat X 

---~~!bilirubin~~_ig_g~,Qg~~-------·--------·--- ----------------·----- _____ _ 
F State 3 or 4 pressur~_u!Cers acquired after admission _to a heal~c~re f~_:;J..!i!L ___ ....... ~ .. --------· 
G Patient death or serious disability due to spinal manipulative therapy __ __ 

X --·--r·---------·-- ----------· ------x -·- ----- ---'- --~----

V. ENVIRONMENTAL EVENTS' . ' 
. . . 

A Patient death or serious disability associated with an electric shock while being cared for in a . ~-___ ]~:--_--_ ·--· ~--~----- ·---··-··-
healthcare facility________ --------·-~-·--·-----·--- __ ...... ~ _ _ ~ _ -~ _ _ 
Any incident in which a line designated for oxygen or other gas to be delivered to a patient 1 
coi1tains the wrong ga.S or is contaminated by toxic substances -·---- _______ _ ________ -·~~----

---- Patient death o7'seriousdl~ability -assocT~ed witl;-~·]:;;:;m-incurr~dfi:c;n;a:ny sourc~-,~hile being---

_____ c:_ared for in a healthcar~ac~li!Y__ _______ . ______ _'_:._ _______ ~---·-----·-'-----~---- ___ X--·- ____ --··- _________ --------· 
D Patient death associated with a fall while being cared for in a healtheare facility · · X 
E --Pati~nt deathor s,;;:ious di~billt)r~~soci~t~-with the use of resti:aluts-;;rlJecl~lis-~1Jiiebcfng carel ---~-r_-_[·_--... -·.-. ~----

fcir in a health care_facili!r________ ·-.-------.,..~·----.---------· _ _ _ .... ·---·-----· , __________ _ 
. VI. CRIMINAL ·~ -~~~:...:.:..::.:C~---~L . .:....._~ __ -'--_._. --'------~"-~"--~-'----------· _, --·--'-" _.:_ __ ,,..:___ --··-·-·~~~· ... c.:__~_· ·-' ........... - .... 
A ·Any inst~ce of care _o~dered by or provided _by someone impersonating a physieian, nurse, f· X . 

. ~--· ~~;,:~a~1;';7~ :::.~0'"'~~!"';~-;ru:rntL~~~=:~=- --~: :-=== -1.=; ~=::= 
D Death or significant injury of a patient or staff member resulting from a physical assault that occurs . l 

----~v_ithin or on the gt:9_1:!nds ofth<?_ healthc~ facility ________ , ___________________________ ___ _:_X ___ .. __ _ ____ _ 
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\• ·. • " • ' '• I -• 

NQF1E'vent.~· Not Citrrently_ or Expli(ltly inc! uded under Maine Sentinel Bvents · 

~~ Wrong sl.irgical procedure reported on a:palicirit (pot;:ntially captured uGlng th~~:cttrrcnt 
list but not an explicit criteria) .• · · ·· · .... 

o Retention of a foreign objed in a paiiet~t aftcr_;;;.~n·ge/y or .other prucechn:e (p.otentiaHy.. . 
·., captured using lhe cpri:ent:•list if 1he iet:aine~J,fiJcidg:n object causes death or sjgnU:icant 

permanent injury but not an explicit criteria) "•' ·-. ' ·· ·· 
1J Attempted·suicidc (only suicide iscurrentlyrcpcntable) · ,, ;. ', · 

· ·: (~ j, 'Stage 3 l?l: 4 pr~ssure_ulce:rs ~c<:giirea after n_dn1issioi1. tb a ,health care beility .:·: · 
· •1 . Any hiddcnt in which a J ine designated f(:>r ()xygetH1r. other gas t("J be delivered to a , · 

patient'cGnb.ins the wrong gas or is contaminated 1:w toxic sub1;tances 
- ~ Anyinstance of care ordered by or ptovided by SOltleonc impersonating a physician; . 

mLrscl pharma.cisfor_ other licensed he~:\lth Ci:J.re Jln)Vider (n~portable under other Maine 
reporting.requirements) ;. 

11e. Abduction of patients who me not infants (infant abduction is cmTently inclL1ded) 
~ Sexual a~sault on a patient that doesyot ~onstitute rape (rape is currently included.) 

~ . . ~. 

Hospitals and other stakeholders point.to the factthat many ofthe above e;vents are ,·, 
.collected Lu1der Mahle's broad language of"unanticipated death or major permanent loss 
, pf function" .arc reported to other agenciesl or that they can be accounted fo1; through an 
an,alysis of hospital discharge data. A review of2_004 hospital discharge data fou11d that . 
no wrong site. surgeries .were performed. Information reported by J ,icensure 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 avo.idable events. These numerical discrepancies may in part be 
attributable to challenges of coding or barriers to the flow of sensitive. information within 
a healthcare provider. 

Discrepancies aside, the purpose of a sentinel event reporting system as envisioned bythe 
IOM and NQF is not sirnply to accmmt for the number of adverse events but to have 
rneaningful and standardized information about each event; the authority to investigate 

· and act on t)ncli1igs relative to each event, ,and the commitment to share information 
broadly across facilities to reduce their reoccu:rrehce. Data reported to the Food and Drug 
Administration or hospital discharge data base, while potentially providing.a raw count of 
events, do not satisfy. this broader mandate for.investigation and action on the part of the~ 
state when serious everits occur, or· shared learning across all Maine hospitals. 

Ll'faine Sentinel Events Not l11c,lt~ded 1m¢er.: NQF . 

Maine'sad~ptipi1ofthc NQF list Would n:arrcivv the list c)freportable events. in other 
ways. While Maine reqldrcs the reporting ofall unanticipated deaths and major 
permanent loss of function in general terms, the NQF list is quite specitlc in defining· 
which types ofunantidpated deaths and s·erious disabilities are reportable .. For instance, 
according to the NQf list, <t death or serious disab~ility associated with a low-risk 
pregnancy is reportable, but not if it is associated with a high cost. 
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'f.:((·. ' ''·' :: . ' 
Impact of Adtmfing.NQ.~{:Lis(m~ A.NrwlAdpe(.se EwmtReporting in.ivlaine: . ·. , 

'' ... ·;· '· . _., ',:· ···: ' ' ., '. . •.•, 

.A separate but; related analysis in detent1 ining the implications f(yr Maine of adopting the 
· N QF 1 istis to co·mpnl'e A.C'1 U AL; .events· repci'rted 1.tnder the cmrentsystcn1 ·.to lhrJse : ·', · · 
trequired Lirider ~thcNQF.: M<iine .Lioensmc al'td \'2crlification revie'vved all events: · . ·. .. . · ... ··· ·< 
submitted OV~l'a23-month period from Jamwry 2004 through Ncwem ber 2005 and found .. 
that 56 perce1af fdl:<vithin:NQF ca'tegor[es. In des~;eiu-ling order of frequency, the most ' ' ·. · . ·····. 
common NQl•'' categor-ies were: · · · ·. , · - '· ·, . · ·. · • · 

..• 
peath wifpfali : : ·. j ' ' _:, , ' ' 

',• 

Wrong surgery . r . .• . ... 

Medica,tion error w.ith injury oride~th .. , , 
ASA I death· · 

'· 

.: ! ' •.' < ~ I 

41 Device related to death orinjnry.' · 

Given the ."p~oper care" 'filter, thi~ an-alysis ca:nnofprovide a definitive judginent on what 
events would.be."losf'or "g~inyd" if Maine was to.adopt the NQF list. It suggests, 
however, that approxhnatd)r 50 percent may not be c~QJt:ured. 

---~--- ---~----------------

Pros of adopting t!!_e NQF list 
A clearly defined listis essential for the 
development of a national system compiled of 
data from state systems and for cm.nparative 
purposes.. , . . . . 
Standardiz;rtion-maylncrease repmtfng:-_ .. __ _ 
Underreporting of events has been attributed in 
other states in part to a lack of clear definitions 
and ambiguity for what must be reported: · 
Clarity :allows the Divisiori of Licensure cilld· 
Certification to validate fi.tll reporting; 

· CQ!l,!_.Q.(~Jopting_!!!e NQF1.~_t _· ___ _ 
Because of its limited intent, the NQF list may not. 
meet alL of the states needs for regulatory authority 
andrepmting requirements. 

-Thespecifi-;_;i·tY~f the NQFlGt~"'OO!d resultlll--
exclusion of some events that are currently 

.. reportable under the Maine sentinel event list. 

-----------------~------

Adoption of the NQF: vyould clarifY some evEmts _ ·Requires statutory or regulatmy change 
that maTnot c;urrently be \eported under the 
Maine sentinel event list .. 

' . 
-Th-e-roM report r;·EIYfs Hu7;ia-;; called -fu;~·--··-·-· -Provfcl;;~s~~Jid hav~-the~o-ption-~fiwt-subJ~ctf~g ·:--
Congress to require all health organizations to. an unanticipated death to full root cause analysis 
report standardized Information to state · witp follow-up. 
governments 

11.3. Options for. Consideration 

Four options have been identified for maintaining the current system or modifying it in 
minor or substantive ways. 
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1. · Make no. changes.in how n reportable event is· det1ned. ' · •. ·., 

2, · · I~eta'1nthe.Ncse1ltrep:o?tt1i'g 'i·~q L1ir~;Jil6n:ts of the Maine statute. I)ublidy report i11 · · 

·· aggregate .. only those that :m~ ecplhralent fcv't'-fQF events. This would restrict. 
public abeountabi:lit;ytu.onlythose spt;:cific events that are dearly preventableiand · .. 

· typicall;y resu1t Jroftu'i.TedicaletTor.: .,, 1 ·:' .• ·· 

.3. Change the stati1te td include 'orily NQF ev.yilts tpereby. standardizing reportable 
. ., t. : ~. . . . . . ·, .. '' ·-· ' ~ .•.•. :-· : . ' ,. ' •.• ' . ·•. ,. !'.. • ;·· • •. i • 

events·:, This option' helps to ta~r.get Mairie etiortt{and reso(Irces to those events ·· 
knowri'to be ·highly preventable, and aroumhvllich there are established 

', guidelines· a.nd benchmarks for evaluating. It could also substantially reduce· 
reporting burden on the pmi of hospitals. . 

4. Charige the' statute to include both the NQF list of events and the current Maine. 
list. Tllis option, with no other changes, would increase reporting burden of the 
hospitals by an unknown amount. 

Concern about "open_ing up'.' Maine's statute for revision focuses on the possibility that 
gains made b)/the state in patient 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 repmiable events. Each state was on its own in making the case 
for its mandated event reporting system. ·Opponents feared loss of hospital 
confidentiality and the onset of a blame mentality an1ong the media. Today, there is far 
more .convergence among patient safety experts, regulators, health care 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 arid the information: that is needed to understand underlying 
causes and potential remedies. 

At the sametime, any propos_~d 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 patient safety 
findings shOuld be interpreted. 

Ill. Proper Medical Care and Underlying Condition Clauses 

111.1. Bac~ground 

The NQF includes a list of27 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 m1cl validation. 
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AcconJing-lo Maine. law, l).umintidpated deaths and 2) m:-ljor permanent h::;ss {'lffnnc'Lion .. ·, 
that is notp~·es~~.t. when the patient t~:::, adtnittcd. to th13 (JynHh care f:i;cility nre li.~poriahk . · .. 
wher:t they a:re4~termined to ~~~ !!nt':ihi;ted to the natui·<il course of the patienr;:; illne:~r; or- . 
utHl~rlying cq:ndhioi1. or p1~oper treatn1~mt of tbat,JJI{less ot: tmderlying condition.~ . . 

• ' ' ' • ., ' :. • ' • ~ ' •• • '. ' "f • ·.. ·,; : • ' • 

111.2. · _lrr1plications for Main~ 'tT 

·, 

The proper tre<i.tment clause criables facilities· to ri:;view sentinel events m~d determine , 
;Nvhether they are the result of proper treatmentbef(m;: determining w:hethcr they arc. 
reportable. A similar event that occurs in two fadlitie~ may res,ult in different outcomes. 

·:.( 

, ·For example, if a death occurs in a facility and is determined to be unrelated. to the; natural 
.course of the ,pati(;)nt' s illness. or underlying condition and the facility believes the patient 
""received pi·oper treatment, tlw event would not be repr;)liahle. If another facility 
,:experiences a similar situation in which a patient dies and it is detennined to be unrelated 
to the natural course of the patient's illness or underlying condition but the facility . 
believes the patient did not receive proper care, the event .would be reportable .. The 

. 0-etermination of proper treatment may QC the result of a judgment based 011 the . . 

thorouglmess of a root cause analysis or bther factors. In simplest terms, the very 
.circumstances 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 major opportunities for variability that cause. 
concem about trending the rates of events over time. Also, the Maine system makes it 
almost impossible for the Division of Licensure and Ce1;tification 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 incmdatory 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 .. 

---··------------------------···-·--~·-- ·--~---·---------··-··-·---··--·--------·-----

r_ros of the proper care clause 
Reduces the number of reportable evepts to · 
avoid overwhelming state staff who collect the 
data 

Cons of the nroner care clause 
--------~-----·--· --,---
Introduces variability by basing the decision on whether 
to report an event on a judgment as opposed to having 

·, cleady identifiable and measurable events. Introducing 
variability into what is reported reduces the usefulness of 
the dataJor analysis and also for follow up investigation. 

-~rrows the .. tist ofr~)mtabl~-events tO'.th;-se----y Makes ~-j~dgme~t of root c·ause-1e-[o;:e~reporting oc-;;;_~rS:-
that the facility believes are the result of which eliminates the ability of the state system to 
improper care, which makes the list of . aggregate and identify issues that may not be perceived at 
reportable events closer to "errors" the facility level . · . . ------------------------ -· .. ----- r· ROJUCOS;~;;;-~iion -Wfth-Oth<;; cepoctiTigiy,,;;;;;··-

. nationwide. 
. . . -Mak;;sassessinent-of complete.ness-ofr~porting very-----

··-------·-··-----~----·----·--·-'-'·-~-----·-·---__:_· _ · diftl_c_u_g _ _' ___ ~------ ····-·-·-···----·-----·----·-·--·-~·---·--

8 Me, Rev. Stat. Ann. tit 22, § 8753 (2003). Definitions at 
http:/ /j anus.state.me. us/legis/statutes/22/ title22sec8 7 5 2.html 
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·. . 
' ; ' , , : ; . ~ , ' ' ~I :. . ; ' . ' , ' ·~ ' I .' , . .. ; ·: •. • j ·: ! ·. \ : 'i • 

IIL3. Op:tl.<ms ,for: Consh.h~x~tion·· 
··)·· .... ,. ''I·, ... .. ';:,·,. •'.' '• ' 

In considering, options with regar~. to .tlw prqp\3_~ .treat,mcnt cbuse, it becomes nece~-sary to 
consider adoption of the NQF list simultane'ously: The NQF list includes clearly . _·. - _ 
identifiable and measurable events; while the proper treatment clause introduces-_ 
variability. Eliminating the proper treatment clause but retaining the current list of 
.reportable tivents · cmrld dramatically in~rease the list of reportable events, overburdening 
facilities and·state staff. 'Eliminating-the propedreatment.clause while simultaneously 
adopting the; NQF; list would·reduce the llstof' repoliable events~ 

1. Ke~p ~the cunerit_ iist 'of events :With the "proper treatment" clause. 
.. ..' ·.,· ,· '.,:. :,1 ·• ·• :· :· ' .,, 

2. K~~p the current list ~f evef.rts ~ut remove the "proper treatnient" clanse, leading 
to more events beir1g report~ble to the stale. 

3. AdClpt the NQ.F list ofserious ~eporiable events and discontinue present state 
defi~iticm of rep01iable events, likely leading to the same or fewer events being 
reportable to the state and with more r1ational standardization. 

4. Adopt the NQF list of serious reportable events, continue present state definition 
of reportable events and do not a:pply 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 National Quality Forum (NQF) endorsed the National Voluntary 
Consensus Standard for a Patient Safety Event Taxonomy. The taxonomy was developed 
by the Joint Commission onAccreditation of Hea:Ithcare Organizations (JCAHO) with 
the assistance of a work group and represents the-consensus of more than260 healthcare 
providers, consumer groups, .professional associations,:purchasers, federal agencies, and 
research and quality improvement organizations. It establishes the nation's first 
standardized integrative classification system for healthcare enors and other patient 
safety problems. 

- .. •, . 

The principa1 purpose of a taxonorpy is to S1Jpport better decision making and the 
prevention ofharm by provider organizations by enabling information to be collected and 
aggregated across infOtination systems within a health care setting about factors related to 
events. ·A secon~ary purp9s~ is to enhance analysis by reporting systems to support 
healthcare' improvement efforts at all levels, from individual providers to national policy. · 
While there are many taxonomies in current lise, the absence of a standardized taxonomy 
is a major barrier to understanding where andhowproblems occur. The selection of the 
JCAHO taxonomy followed a comprehensive "Call for Taxonomies" and was based on 
selection criteria including: 

• Addr_esses near misses as well as adverse events 
• Designed to .encompass multiple clinical domains and settings of care 
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o Compatibility with other more focused taxonomies and with electronic information 
· systems ·~. 

* Brings with it continual improvement and updating capacity 
· ·' ·· · 11 Desigt1ed tO' s-uppOrt both reporti11g amfuilalyfic effort:nmd t.o cover a wide .spectmm. 

of health care services ahd settings9 

:• • ~ • , I- ' (, 

The taxonomy1,inciu~es 5 prin:l~1ry ~la~sific~tions.for an eyent: 

1: Impact _ _:_ the outcome or effects of medical' en'oi' ahd syste1ns failure, commmily · · 
referred to as hatm to the patient · 

:2... l~ype ··- the implied or visible processes that were faulty or failed. . . . . . 

J. Domain -the characteristics of the setting .in which an incident occurred and the type 
of individuals involved. 

4. Cause- the factors and agents that led to an incident. 

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

Each of the primary 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 requires facilities to provide· a written repmi on each event containing the 
following infmmation: 

• 

0 

Facility name and address 
Name, title and phone number of the contact person for the facility 
Date and time of the sentinel event · · . 
Type of sentinel event and a brief description of the sentinel event 
Identification of clinical and ~rganizational systems or processes that may have 
contributed to the sentinel event · 
Identification of changes that could be made that would reduce the risk of such a 
sentinel event occurring in the future; and 
Brief description of any corrective action taken or planned. 

9 NQF, Standardizing a Patient Safety Taxonomy: A Consensus Report, February 9, 2005. 
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There is no. required format for repotiing -in Maine orany standardization to how the 
above elements should be described. 

'' 
•, •, I 

·.:·t;'• . .. 

Adoption of the taxonomy in Main~ would aJd to npfront time in reporting.a:J:h:hmalyzing · . ; 
events but pro1!ide poteniial time savings both w.itbin ii1cili.ties.as they conduct their 
internal root .e .. a.use analysis .and by the ,stale Scrrtind Event Team as it evah1ates the 

·.·nature of a repbrted event, its implications fi)r further investjgation, anrl the aggtegation , - · 
·of event knowledgc.across f~1cili.tiesfor broader lessons. Adoption of the taxonomy~ ... 
would require the state to niodify its data collection mechanism in order to enhanoeits 

·,.analysis capabilities .. The,taxorioniy could be used fi.)l'· both reporting ofthe·NQF list of 
·~vents as well as the broader list of unanticipated deaths req uirecl in Maine. · 

IV.3. Options for Consideration 

l.Adopt statewide the NQF taxonomy. The taxonomy was created by and is supported 
hy the .TCAl!O which means it will be mandatory fl:w JCAHO accredited organizations 
in the near future, 

2. Do not adopt the NQF taxonomy. 

V. Patient Safety and Quality Improvement Act of 2005 . 

V.'l. Background 

The 10M's Committee on Data Standards for Patient SaJety has noted the need for 
national leadership to establish and maintain standards for patient safety databases. Its 
recommendations include developing standards for the collection, exchange, and 
reporting of data to support patient safety and standardizing report fonnats and 
terrninology to capture and report data rebted to medical errors. 10 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 volunta1y and protected mechanism to patient safety 
organizations (PSOs), independent nationally certi±ied organizations which will compile 
and analyze the data. The legislation also allows the Secreta'ry of the Department of 
Health and Human Services to determine common formats, including data eleinents .and 
definitions, for PSOs to use.u Currently, nci PSOs have been designated. The 
methodology for establishing PSOs and collecting patient safety information has notyet 
been developed. 

10 Institute of Medicine, Patient Safety: Achieving a New Standard for Care (Washington, D.C: 
National Academy Press, 2004), 11. 
11 http://frwebgate.access.gpo.gov/cgi-
bin/getdoc.cgi?dbname=l 09 _ cong_public _laws&docid=f:publ041.1 09 
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V.2. ,, Implications ofPSOs for Maine. '·· 

The cont'id~nt~ali~y pr~)~d~i9.ns of.the Patient Safety and QupJity Jmprovcnwnt Act ntay 
provide iilceJ\iivcfor·sti1te•rt~po'rting; systet:n:;·to.sbare thr::ir information withPSOs to ··. 
f~1cilitate enhanced data analysis at'tclleaming .. However, to do so, violates the 
"vo lmitary'; hatt1re of P·S·o t~ffdiiing ui1les~ 'ihei~~'is e:XfJ!icit. agreement with Maine . , •.·· 
hospitals· to h}rv\i \hd.it'd'lta teporte(L · Wirile kxru~); be possible tmder fevis~d statute :for .. 
. the state to s~~rnit de-identifi~d.d}t'ta to. the Psd'or: t~the1: body, it may fracti.:tre provide; · · 
suppoi·t f()r r6b~1St~·tip~rti1\g. . .. · , ·' . . · ' ·. . . 

1 
. ; · · 

The state itselfmay applyfq.r. PSO designation, a,tt.\mlikely decision given the size a;nd 
·resources of othipr potvntialcompetitqrs. , 

1 ..• • 
.. I'- . • ~I,, • : 

N.3. Options for Consideration 

1. Keep the Maine sentinel event system completely separate from fTrture PSO 
developnwnts · 

;2. Adopt statutory language that ·would enable the Maine sentinel event reporting system 
to report de-identified data to a PSO. 

3. Negotiate voluntary agreements with hospitals for the Maine Sentinel Event 
Reporting System to subl1_lit de-identified, statewide data to the PSO. 

4. ' Consider the potential for the Maine sentinel event system to also function as a PSO. 

VI. State Capacity and Resources 

Vl.1. Back.ground 

Throughout the work of the Ad Hoc Committee, issues came to light that raise questions 
about the adeqlJa:cy of resources available to Maine Licensure and Certification, the · 
division responsible, for administering Maine's sentinel event reporting system, to 
appropriately implement and oversee the reporting system. By its own 
acknowledgement, the.division has been ~mable to validate the.accuracy or .completeness 
of reporting, the thoroughnes$ of root cause analyses conducted inte:mally by facilities, or 
the effectiven~ss ofremedies. · Actual' or perceived "fire walls" prevent findings from 
being shared with state. surveyors to helr'> target and focus routine licensure reviews; 
Current licensure requirements fail to provide .. sufficient safeguards that assure facilities 
are doing all they .can to prevent errors bet()re, they occur. Although fulfillment of 
reporting requirements is a condition of licensure, the division has not assured that 
facilities are meeting this requirement. 

The division has made recommendations to the committee regarding opportunities to 
improve the system within the cunent 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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Vl.2. Implications 

Many of the is$Uesraise\Ii11 this l~~pQ;rt.tiin;ctly relate to,the availability ofresources. . 
Regardlessof'irlia·tqQtiOii: is:takei1 o.ll 1~evisipg Mah,1e' s statute or reguiations to address· 
the NQF CJ.~ti P.SO, focus 'should be 'dhe,cted at assuringthat.suffi.cient resources are· 
available to niehthe .challenge' of'i~l}lJr~ving.'patieut satety throughout the·state.. i 

Cm~sider<tti6nsto: a.lt~1; tne:cwi·ent sy~>t~n1.sl!ould ~i111ilarly take resomces into account. . . · 
As previously Ifotec1,:·sorivfc)t~er staJe rei)ottii~g system .administrators have aclvoc~lted for 
the adoption of a '{lationafstandard, taxonoiny anC.f gtlideline's to .strengthen and focus 
their state reporting system on known and prever1table events. 

'j ... 

Vl.3. Options . . ( 

The level 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 ailalytic 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 EvenfTeam to assure that they have the training, supports and expertise to fulfill 
their requirements. · · · 

1:, 
, .. ,;· '·I 

',._ 
. ,,~., 
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APPENDIX B: irn_ph~;rnentat~on ()ptions 
.···. '' '' 

. . . ' ' 

---------- ··---·~,_...; __________ :._~·-- ····- --- .. -~ -~-..--~-...:.. ...• ___ , __ ·-ij·--·-· -------·- _::._ -~-- .... --.<. ·····- •• ·-· 

Change . '\Vitho:uf · . • ·,·Not Achieved 
,, o/Yithout. , ·- I : :. ·: · ~· · ~ ~ 

___ --~--..,.--------- ____________ .. _ ..!..--~----- ~·---" __ : ·~- .. ------·+ .. ·--·---- _r,_~_g_iilJ~*l~! ~--: .. :::.~-·----·~------ ___ -~-~-~-~~-~ .. "---~----- --·---·' ~---~-----_ ----·- -·--·--------<--~--------~-~ 
Implement NQF Never 
Events 

Categorizt~ ·events in 
the annual report by 
NQF Never Event 
Categories 

More Clearly define By adoption in the 
and require root cause hospital Licensing 

V27 Not i:ncluded, Adopt_prcsetit 'md ful:lire NQF .- · • c .. 
Future National National Consensus Standard Events;: 
Consenslls Events events collected without provider· 
not included, judgment of proper carc.fhereby • 
Proper care clause establish state level responsibility and 
introduces trending indicator. 
varia hi] ity- into 

_!i:~~!_i:~pl~ e~~nt~- _______ --·--- ~--- ---"----~---~-~~--~---·""~-~~--"--" 

~3}_ysis __________ ~ __ M<_t_!~_ll:'ll ___________________________________________ _ 
Require sentinel event Department Policy 
team follow up of 
conective actions 

-·;le~i~-;-~~;;-i v~d------
complaints to licensing 
for umeported sentinel 
events 

Department Policy 

--------------- ---+- ------------·- ------·-----·-----------
Department Policy Establish provider 

compliance with the 
sentinel event reporting 
statute at the time of 
licensing visits and 
random visits 

Adopt NQF/Joint 
Commission 

_I_~xo~~my_ ____________________ _ 
Report deidentified 
aggregated events to a 
national Patient Safety 

_Q_rJ~~~liza!_i~-~-------------
Provide adequate 
resources to sentinel 
event team 

and changes to 
Licensing Manual 

By Depmiment rule 
change 

Can't, but separate 
from sentinel event 
statute itself 

_ __ .! ______ _..,_.,. ____ ··~---- ---.···-·· -~·--'- -------~-'--------------------- ~~~-------·-------""-----···-'---

Language to allow 

-·--- ·--·--------- ~~----------.- ... ------------~-_ ............ _ .. , ___ .......,.. ____ . _____ .. __ -- ___ _. __________ _,. ~~-'--··----------

. 1Possible . . -.. 
- . . 

' ' ... . ·' . 

------··-------·-·---·-- -·--· ---·------~--~·---··-·--···------·--·---~ • .....!:.. •• ...:. ____ _ 
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' 
· ~«~s the sponsor of the original legislation lea~ling to Maine's sl!ntinel event reporting law, . 

• . ., -' . - • ~- ·- .• - . ~ '. '' ..• -I· . - -. J . . . - ·--- . . .. ' t - ••• - •• • ' . . -

. f appreciatcdJhe opp~ortu11ity tu part:lcipate.· ih 'the,Miline Quality Forum Advisory· · .. '. · ·. , · 
Council's Ad.Hoc. (iommittee on Maine Sentinel EveiJt Repotting. While J st1ppci·i:t the-'. 

,·Committee's, reeo]uttlonqations .to improve the current progTam by adopting the: Division 
of Liceiisii1[i, <l~tJ:(fC:ei:tifiG~tlon; s;recbt~imendatlm)'s .. and .. providilig the ncces$ai·y staffing .. 

• ,. .! ·• • , and resources f9rJhe state'~ Sentine.LEvent Team, J oppose.the majority re-port's 
, ... . xecommendati9n.oflegislation this.session to ad(l to the current list of reportable events. 

J also opposc.thc·m(ljority repmi's prern.uturer~<;om:mendations to implement a 
, .·, · · .: i'·nationally-cndorsed·paJient.satety tax:oxtorny at this tim~ .. and provide the state authority.tQ 

f'?rward reponed. d.atato entities that have yet to be vstablished. 

Maine's sent_il~eleVel}t reporting law has two goals: to establish accountability at the 
'industry levelbypubHs-hirig-de-identifie-d reports· on the occurrence of certain sentinel 
.events 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 imtional standard set by the Joint Commission on Accreditation of.Healthcare 
Organizations. 

According to the Division of Licensing and Ce1iification and the hospital community, the 
program is working well.. This assess.nient is corisisterit 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 majority' report makes severai recohuiie1idations 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 ccliain reporting standards are · 
met, and the hiajority' s ·perception that .there may be under-reporting of sentinel events 
under the current statute. I disagree \vith both the basis for the majority's 
recommendations, as well as some of their recommended actions. 

First, the rriajodtyrepo1i advocates adclihg the Natimial Quality forum's listof27 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,ratherthan 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, I don't believe the NQF cunent 
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list sho~.ldbe.in\).QlP,9rtt~edJnto, Haim:.\'~ st~tut~. either as it currently exists or · 
incorporated byrefere:w)e·. · · •· · · ·· ' . · · · . · . 

; ~ • ' '.~·· .·:· '· , : . :. I, .'• ._' ·.- I • ' : ~ / ;.' ~ 

Changing the llst of reportable events nt this early state of the program's .operation also 
•,would rendei.:theibaseline experience pfthefirsttwo yea,rsmeaningless. Jhe J:irst annual: 
sentinel eMent ·report.was:well;r~¢eived, by thi3 media,: consumers, providers and tl1c 
legislature, at\d Ho.o.k forwan;l:.to the.sccond:annuqlrcport in early 2006, To. 
_substantively change, the. list ofrcpottable, e.v'errts at this~point would effectively distort 
the newly t!Stablish,e~: bcise,line .ahd force the .entire· effort· to .begin anew,.rather than 
building on the success to date;' : ' : . · ·· 

. '- ~ ; ' 

Maine's. definition of sentinel events accomplishes its intendGd purpose, which is to 
.'\encompass a substantial p01;tionofthe sentinel events. due to medical enor. The Maine 
1:illefinitions do not cover every conceivable sentinel event; nor does the NQF list. But the 

cunent law provides extensive valuable information to the public and to the provider 
community, and could be enhanced even further by adopting the Division's · 

. recommendations .. 

. Second, the majority report contends that Maine's current definitions of sentinel event 
··improperly allow for vat:iability and provider judgments because the reporting of 
unanticipated deaths or loss of function is limited to those events "umelated to the natural 
course of the patient's illness or underlying condition or proper treatment of that illness 
or m1derlying condition." This phrase is intentionally part of Maine's sentinel event 
repmiing 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 miicles 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 ofreportable 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 
recrurence.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 repmiing consiste11cy. 

23 

'.''i'• 



The committe~ was also conce-rned that' suc:h variability would render the state's a:nnual
,reverts useless for trending and comparing performance from one year to thr;: next. :·while' 
the cwTent Ma~ne law and the NQF list both have son1e events tlmt arc unequ.ivoeally · '· 
rerJortable, e.g.'-'surgery perfcitmedCJnthc.wrongpatknC', both J.ists also h;1vc~·evt~nistlutt-

''·n,re not so cJcadY:detined and I don't·se:e-this Jhct twa f.<ttal'tlaw. The intri11sic.variability · 
of both the Mairie-and.NQF lists;isai-lotlmr·r~asoJ.1 I disagree with the proposed : 
~reconnnendatioil to. <H:ld to th1.) NQJI list to the existihg program: Sin1ply adding 
•additional reportable events·; with their own defii1itional issues; does nothi11g to address · ·•· · 

· any percei;ved variability.i11 the $ys'tenL· . '-· 

Some Cor;nmittee members also thought thatthe unavoidable -variation might also result·. 
"in the potential for lUlder-:r~porting of sentinel ·evehts; While I didn't sec any clear .. 

y;J evidence of unde.P-reporting, nor do I understand why simply adding more reportable 
~"!~events to the Maine statute would address this issue, I wholeheartedly support fully 
, funding the state's sentinel event division so that they n1ay perform audits to assure full 
reporting. I understand that sorn:c Committee members are concerned that the state may 
not reach the same conclusions as a facility did with regard to the reportability of some 

· sentinel events, but I believe that the anclit process will fairly reveal any patterns of 
under-reporting that may exist. 

I also believe the current program will be enhanced whenthe 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 preventing sentinel events will benefit from 
continued state oversight. 

When the legislature approved the original bill, it called for funding four state positions. 
Unfmtunately, despite my best effmis,. only two positions were funded so the state has 
been unable to entirely fulfill the statutory intent. I continue to support the four positions, 
which are necessary to maximize the reporting program as it was originally designed, 
I've attached the Division ofLicensing and Certification budget estimates of what may. 
be necessary to fully implement their recommendations, which have my unqualified 
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 rq)orts to federally certified "Patient Safdy 
Organizations." The sentinel event taxonomy may be adopted through rulemaking when 
it is publicly, available to all providers required to repoti 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 NQF 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:rec~.ntlypasscd legislation authorizing: Jhe creation of federally C:\~rtified Patient · 
Saf~ty Organizations.that woulcl·i~.olketpatienl:'safcty data voluntarily sub1i1ittcd by 
prqyidcrs:,. The Jedc11aUaw directs. the SccretDry of th.e. Department of Health and· Hurrtan · . · 

· ,Services to iss u~)'ll.Ies spedfy'i'ng iht~· det~1:ils' .t{)r the operatidn al)d certification process for · · 
. the Patient.SafeiyDrganizatio.ns; ·J believe an1ending.Maine's statute to allow state 
transmission:oJinformatio:n:to the. Patient SUJ(~ty.{:)rgatlizations i::rvcry pn!mature-, giveri·. 
that no Tegulations: have· yethe·eniissued1f()r l)l1blk: c.onitnent ~It will likely be' yeats> .. 
before the regulato,ry process is complete,' the certification process is in place and the' first 
Patient Safety!Organ~zation is in operatiou. 

It~ CJ.fter the tecommen.datiqns I ,endorse are fully implemented, new facts emerge that 
may.:wanant amending the sentinel event repoliing stattlte, I strongly recommend that a 
legi~Iatively convened. study group be charged to-review the program. The-original . 
program was developed collaboratively; with aJl stakeholders having an equaL voice at 
the table .. I believe the: success .ofthis. program vVas the .direct result of this co tlaborative 
effort. 

f ' 

I. 
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SUMMJ}:R)!~,OlE~ ... : . ···: , ,, 1,.

MQF.AQ A.d ilof.~:om.~1}#e~ : .· .. · _· c 

Maine s~nti~~lEve·ll~:~.erprtiu~ ~y~tcni, .: . , . ··:. 
October19, ~00~ . , . ~~ , ., ... , · · "· .. · .·. , 

' ' ' . ; . '- '., ' ·- .. " ' . . . '· . . ·~ ' . ' 

,. 
; 

Participants:'1onatha1i:Beal (Ad·Hoc Committee Chait'), 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 Mmtins 
(National Patient Safety:CQ1Iimission), Pat Philbrook (Maine: State Nurses Association), 
Rep. David Trahan; Elsie Freeman; MD'('DHHS,:Adult Mental Health), Sandra Parker· 
(Maine Hospital Association), and David White (Maine Quality Forum). Taryn Bowe 
(Muskie School) ptovided staff support. · i 

Background · 

Jonathan Beal made introductions 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. Shube1i outlined the charge ofthe committee and clarified that the committee's intent 
is to: 

Review how the Maine sentinel event repmting system aligns with the events and 
taxonomy ofthe National Quality Forum (NQF); 

Assess the impaCt of the Patient Safety and Improvement Act of2005. In pmticular is 
the question ofwhether and how events that are reported ur1der Maine's reporting 
system could be reported into a PSO so that learning and quality could be improved. 

Propose legislation that places the M<~.ine system into closer alignment with the NQF 
and Patient Saft<ty and Improvement Act. 

The purpose of the committee is not to: 

Change the confidentiality requirements or remediation processes that are currently in 
law. 

Current Status of Mandatory Hospital Reporting in Maine 

Lou Doro gi 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 Certificatioh has been collecting baseline data on sentinel .events. The data collected 
is kept c;.onfidential wit4it?- the, Sentinel Event Jearn, and the rest of licensing is not able 
to access it. In t()taf,, 24 sen tine~ ev.ents have been reported in the past year, primarily 
from hospitals. '· 

The Divisio~ feels that Maine'~ 'sentinel everit system is working. Hospitals have gotten 
on board rapidly and professionally, and there 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 p;epared to address system-wide quality improvement by observing trends 
over time and staying 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. 

• 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. 

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

Other Concerns 

• 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. 

• 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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• 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 reporting of this information by hospitals to the state. 

Follow up Actions 
1': '·· 

1. Committee 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. 

2. 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. 

3. 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 pmiicipants. 
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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 AdvisoryCouncil), Lou Dorogi 
and Denise Osgood (Licensure and Certification), Rep. Lisa Miller, Becky Mmiins 
(National Patient Safety Commission), Pat Phiibrook (Maine State Nurses Association), 
Rep. David Trahan, Sandra Parker (Maine Hospital Association). Maureen Booth 
(Muskie School) an'd 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 Fmum 
for review. 

Review of Differences between the M~ine 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. 

I.D. 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 repmiing 
system was discussed. According to Maine law, anticipated deaths and major permanent 
loss of function are r~portable 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 ofNQF 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 whichwould 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 
cunently 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 prot~ctions should notbe 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 9:30a.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 andDenise 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 committee 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 2:00PM 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 for·their 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 & Certification 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. 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. 

2. 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: 

a) Is facilitated by an individual trained in the root cause analysis process; 

b) Involves, if necessary, consultation with internal of external experts; 

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

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

e) Includes interviews with all readily identifiable witnesses and participants; 

f) Includes a thorough review of all related documentation; 

g) Identifies the human and other factors in the chain of events leading to the event; 

h) Identifies system limitations related to the occurrence; 

i) 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; 

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

k) Identifies specific process and system improvements; and 

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

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

4. Conduct follow-up reviews on events identified as having a potential for a high 
risk ofreoccurrence, significant impact on a high volume ofhealthcare 
services, or at high risk for death or serious injury if corrective action is not 
implemented. 
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5. Conduct periodic (minimum of 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 identify, prioritize and eliminate 
known or potential enors 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. 

JCAHO 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 ofMQF. 
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 
providyd 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 of27 repmiable 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 Health care 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 stafftime. 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 2nd 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 pro gram. 

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 
ofMedicine12

, the current state statute and the new federallaw 13 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 IOM describes "To Err Is Human" as a publication that "breaks the silence that has surrounded medical errors 
and their consequence ... " 
13 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 all 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 umelated to the patient's illness 
or proper treatment of that illness, we object to inappropriately expanding the list of 
rep01iable events. In these times of limited resources, we must efficiently and effectively 
target our eff01is, 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 pennitted to walk away from the discussion by simply 
dismissing the event as umelated 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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BudgetRequestDHHA(SentineiEventTeam) 

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 Facilitie~)unit of the 
Division of Licensing and Certification to support receipt, review and reporting of serious 
medical errors. . · 

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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