
~YERMONT
AGENCY OF HUMAN SERVICES

DEPARTMENT OF DISABILITIES, AGING AND INDEPENDENT LIVING

Division of Licensing and Protection
103 South Main Street, Ladd Hall

Waterbury VT 05671-2306
http://www.dail. vermont.gov
Voice/TTY (802) 241-2345

To Report Adult Abuse: (800) 564-1612
Fax (802) 241-2358

February 22,2011

Dr. Melinda Estes, Administrator
Fletcher Allen Hospital Of Vermont
111 Colchester Ave
Burlington, VT 05401

Provider ID #: 470003

Dear Dr. Estes:

The Division of Licensing and Protection completed a complaint investigation at your facility on
January 13,2011. The purpose of the survey was to determine if your facility met the conditions of
participation for Acute Care Hospitals found in 42 CFR Part 482.

Following the survey, your facility submitted a Plan of Corrections (POC) which was found to be
acceptable on February 18,2011.

Sincerely,
() I

, ./.b:J/t::;'~..~ n / -.,I. J') ••
(<') C. ~ I'VV p'}L'
-.-- I -~

Suzanne Leavitt, RN, MS
Assistant Director

cc: Carol Muzzy, Regulatory Director
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A 000 INITIAL COMMENTS

An unannounced on-site complaint investigation
was conduded by the Division of Ucensing and
Protection On 1212()(10 -12/21110 and
1/11111-1/13/11 as authorized by the Cenlers for
Medicare and Medicaid Services. 10 review the
Conditions of Participalfon for: Patrent Rights.
Quality Assurance. Medical Staff. Nursing
services. MedIcal Records, StJrgic:al Services,
Infection Control and Goveming Body. The
COnditions of Participation for: Governing Body
and Medical Staff were not met

A 043 482.12 GOVERNING BODY

A 000

'A043

I~( ~ ..2. ~ 11

-r pY1~~1

The hospital must have an effective governing
body legally responsible for the conduct of the
hospital as an inslitution. If a hospital doeS not
have an organized governing body, the persons
: legally responsible fot the conduct of the hospital
must carry out the functions specified in this part
that pertain to the governing body.

This CONDITtON Is not met iil$ evidenced by:
Based on information obtained through staff
. interviews and record reviews, the I\ospitalfailed
to ensure that accountability and responsibi'lity for :
the qualifications. conduct, and oversight of an
individual's clinical practice was reviewed by an
appropriate privifeglng body orelinlcal
department.

Refer to Tags: A..()()49 and A- 0338
.A049 482.12{a){5) MEDICALSTAFF-

ACCOUNTABILITY

(The goveming body must) ensure that tile
medical slaff is accountable to th lIernlng
. body for the quality 0 vi to atients.

A 049

6eG ~If A-CI-I:ffi
Pl..A-cJ () ~ CoIle(..\id"I

I;:; 0:.. A-lIPrL \.\-~

PI..-tttJ Or;. 0>l1Cc..'l.l)1

!.

(X8)llAll:,ATIVE'S SIGNATURE

'e 2,.,."
en~ statement endiflll with an asterisk (') clenotes a deficiency wblch Ihe institution may ba excused f1vm COlTectillg prOViding it is delefmined thai

other regUlInf$ proYicle sulllcient prolec;tion 10the patients. (See inlllrudIO'lS.) Except for nursing hDllle8. ttle findings slaled above are dlsetosable 90 days
followine the dale of BUNey Mlelher or nOI a plan of COf'nl(;(lon is Pfl)Vlded. For nursing hometl. the abov8lindings and jllBIIS of correction are dIsclosBble 14
days (ollowing the date Ihese doarnerrts are macle available 10ll1e facllity. If deficlencles are cited. an approwd plan of <Xlrrection Is requisite 10continued
pRlgI'illll participal/on.
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Continued Ftom page 1
This STANDARD is nol met as evidenced by:
Based upon staff interviews and record reviews,
the ~pital's Governing Body failed to ensure
that the medical staff demonstrated accountability
for the delineation of privileges for an Individual
who provides specialized care for patients who
undergo cardiac procedures. Findings include:

. Based on staff interview, it was confirmed that a

. job classification, a reView of qualifications. and
determination of responsibilities were not ,
presented to Ihe medical staff for credentialing, or
to the Governing Body for approval, for an
; Individual who has practiced as a member of a
cardiac inteNentiOnal team since 2003. For the
past 7 years this individual. who is also an RN
eRN #1), has not received a written evaluation,
was not required to complete year1y mandatory
competencies and has functioned without a job
description in a role which the Governing Body
: was not aware existed.

ID :
PREFIX
TAG

;

A 049
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2-\~\~\ ,

Per inteNiew on 1/12/11 at 11:00 AM, the Chief
Medical Officer (CMO), who is responSible for the
Institute of Quality as well as the Medical Staff.
confirmed the Governing Body is "...extremely :
engagec:t in the credentlaling process". The CMO
also stated two members of the goveming body .
attend every credentialing meeting, bringing all
information back to the Governing Body for
review and consideration prior to approval of any
appointments or reappointments. The CMO
. confirmed the hospital medical staff are " ...well
aware" of the credentialing process and the
Medical Bylaws. The Clinical Leader and/or
Health Care service Leader, also known as the
Chair of a Department for each of the clinical
setvices offered at the hospital. was identified by
lhe CMO as the responsible person to ensure
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A 049 Continued From P<IQe 2 A 049
staff within their departments are privileged
andlor have medical staff membership. At the
time of this interview, Ihe CMO stated the
. Governing Body was not aware of the issues
related to RN #1,stating ~...we missed this".

Per interview on 1/12/11 at 10:05 AM, the Health
care Service leader/Chief of Cardiology
confirmed RN #1'5 role on the cardiac arrhythmia
service is "unique". The physician stated RN #1
was a highly skilled team member but ••...a little
unusual because slhe's not a provider; not a
physician and not an advanced practice nurse".
The Chief of Cardiology also staled "(f we did not
. have [RN #1] we would need to have 2
Electrophysiologists ... due to the complex
ablations which require 2 people to work very
. dosely in tandem with each other". However,
despite the lack of credentialing. this individual
was provided the opportunity to perform and
. assist the attending physician in highly technical
. interventional cardiac calt1eter ablation for atrial
fibrillation (a technique used to destroy parts of
. the abnonnal electrical pathway that is causing a
heart rhythm problem). The Chief of Cardiology
also confirmed RN #1 "...was not getting
traditional oversight' for the dinicalservices slhe
. was specifically providing. In relation to the
; Governing Body's approval process and
accountability of the medical staff to request a
. review for privileging RN #1, the Chief of
Cardiology stated •....it had fallen within the
cracks ...". Per review, the Medical Siaff Rules
and Regulations, adopted 12121110,state -Health
. Care Service Leaders are responsible for
ensuring that aUmembers of the Medical Staff
assigned to their service are subject to ongoing
professional practice evaluationsh•

S«. A-'t-rA-e-H: eo
PL-AtJ O~ CotfeUiotl
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Per interview on 1/12/11 at 8:55 AM, the Manager
of Medical Staff Operations (who is designated by
the hospital to carry out the duties specified in the
Medical Staff Bylaws) stated RN #1 should have
been brought through the credentialing process
as an "Allied Health Care Professional" :
(referencing Article IX of the Medical Staff Bylaws .
revisions approved/adopted 12/21/10). When
, infonned RN #1 was not hired by the hospital in
2003, but continues to provide patient care as a
member of the interventlonal cardiac catheter
ablation team, the Manager acknowledged
"...thus lies the problem". The process for
credentialing involves several steps including a
review of the application, in accordance with the
. Medical Staff Bylaws, before a professional is
considered for employment and eventual
. recommendation to the Goveming Body for
credentialing and appointment. It was also
confirmed by the Manager of the Medical Staff
Operations that because RN #1 had not been
appropriately credentialed, there was no ongoing
process to assure his/her clinical competencies,
normally reviewed during the reappointment
. process, every two years, as well as through a
; mid cycle evaluation to assure each appointee is
meeting the minimal job requirements.

10
PREAX
TAG

A 049

PROVIDER'S PLAN OF CORRECTION
(EACH CORRECTIVE ACTION SHOULD BE

CROSS-REFERENCED TO THE APPROPRIATE
DEFICIENCY)

6ee- (:r\\ A-c\-\-eY
PL-kN 0~ COil u:(joil

IXSJ
• COMl'l£TION

DATE

When a credential file was requested for RN #1,
. surveyors were provided with a Faculty Evaluation
file from an affiliated University through which the
, hospital has an agreement for educational
programs. RN #1's most recent reappointment
(dated 311/2010) was as a Research Associate .
. RN #1 slated in the Faculty reappointment
; application that his/her responsibilities included
teaching, research and services professionally
, related: "Involved in mapping and ablating
complex atrial and ventricular arrhythmias.
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A 049 Continued From page 4 A 049.

Assisting the facutty Electrophyslologists extends
the capability of the service. If I were not present
then 2 Electrophysiofogists would be required for
each procedure". In addition, when RN #1 was :
first being considered for the role slhe is presently;
functioning ill. the Director of Cardiac
I Electrophysiologists stated in a letter to the Chief
of Cardiology, dated May/2003 It 5&," .A-vrA..0~6.?
(Hislher]participation in clinical EP

~ftY\. l)l- Co!{~~ z~:9120f(electrophysiology) procedures will be under the ,
direct supervision of an EP faculty with .
credentials to perform EP procedures •. No :

credentialing was ever brought forth, at that time
or in the 7 years since, to the Medical Staff. nor
was a request for a review of the RN's eligibility
brought to the Governing Body for reviPNIas
referenced in the Medical Staff Bylaws Article IX
9.1 , i, I i
Per interview on 1/13/11 at 2:54 PM, the ~irector
. of Cardiac Electrophysiology COf\(jrmed RN #1'5 ,
title was Research Associate and is a "Primary
assist in ablation procedures where (the RN) !

. performs essentially every aspect of the
procedure. (RN #1) performs ablationsu• The ;

Director further stated RN#1 'NOuld be
accountable to the Director who is then
. accountable to the Chief of Cardiology. However
the Director added" I' am not sure that is the way .
. it is; it isn't in writing: irs just the way I understood

~it to be."
A 118: 482.13(a)(2) PATIENT RIGHTS: GRIEVANCES A 118

i
,, !Jee. A-'ff A-!- \-\€::D i,

. The hospital must establish a process for prompt
.

!.;lll~}20Jl
resolution of patient grievances and must inform . PLfnl Or- CoNea~
each patient whom to contact to file a grievance.

,
. This STANDARD is not met as evidenced by:

,
Based on interview and record review, hospital
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A 118 Continued From page 5
staff failed to implement the Grievance policy in
response to an unresolved patient complaint for
Patient #1. Findings include:

, Per record review, during an outpatient physician
~visit following a clinical procedure performed at
the hospital's Cardiac Catheter lab, Patient #1
had expressed concerns to the participating
. physician (Physician #1), regarding care and
: services provided during the procedure. The
medical record revealed information that
indicated that although Physician #1 had
. attempted to address the patient's concerns, s/he
was aware that the patient was clearly not '
. satisfied with the physician's response and
. attempt to resolve the issues identified ..Despite
. the knowledge that slhe was unable to resolve
the patient's complaint, there was no evidence
that Physician #1 had referred the complaint on to .
Patient/Family Advocacy for further review, in .
: accordance with the facility's policy. The policy, .
tiDed Customer Feedback Policy, stated under the'
Complaints section: 3. Staff persons receiving
the complaint shall: "Refer complaints ...if the
staff person does not have the knowledge or
authorily to resolve the complaint or if the staff
person is unable to resolve the complaint to the ;
complainant's satisfaction.".
iDuring interview, at 9:56 AM on 1/13/11, the
Manager of PatientIFamily Advocacy confirmed ;
that the complaint voiced to Physician #1 had not
. been referred to their department.

During a telephone interview at 2:54 PM on
1/13111, Physician #1 confinned that Patient #1
. had not been satisfied with his/her response to
the patient's complaints, and further confirmed
that Slhe had not referred the complaint to

A 118.

fJee. A (\kC-~6V
?t.J~-JD~{~O'l : ~I ,i I)<J

. ;

;
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A 118 Continued From page 6 A 118
Patient/Family Advocacy, acknowledging that

.••...it never crossed my mind" but "...that's a good , :, ,
idea."

A 276: 482.21 (b}(2)(ii) OAPIIDENTIFY IMPROVEMENT. A276.

[The hospital must use the data collected to-) , ;

(ii) Identify opportunities for improvement and .
changes that will lead to improvement.

.. This STANDARD is not met as evidenced by: ! ~ A'\\~ \.-\-60 i

: Based on staff interview and record review. the i i 21 ~JMI

P~bF- Cosreu-i01. facility failed to identify a significant quality ,

defICient practice involving the ongoing clinical i
practice of an individual for whom there was no ! ~
appropriately defined accountabUjty and ~
responsibility for the delineation of that clinical ,
: practice. Findings include: :,

Based on information obtained through staff
interviews and record reviews, there was an i :

. ongoing failure over a 7 year period from 2003

. through 1/13/11, to identify the lack of
accountability and responsibility for the conduct
: and oversight of the clinical practice of an
: individual (RN #1) who held a current RNlicense !
: and who performed specialized ctinical services !

for patients in the Cardiac Cath lab. Although RN ;

. #1 began to participate in clinical practice in 2003 i
with no defined job classtfication, no review of ,
qualifications or determination of to whom slhe :

would be accountable to for their practice. the ; :

hospital failed to identify these issues. In addition, .
,

allhoughRN #1 continues. to date. to participate ,
, in the same clinical role as a member of a cardiac ;

l interventional team, the facility has continuously I !,
I

. failed to identify aod recognize that for the past 7
. ,

years this individual has not received a written I

evaluation, was not required to complete yearly ;
!
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A 276 Continued From page 7
. mandatory competencies and has functioned
. without a job description in a role which the
Governing Body was not aware existed.

The Nurse Manager for Cath and Invasive
: Cardiology during interview on the aftemoon of
. 12120/10, stated RN #1 was not a hospital
. employee and did not fall under nursing purview
. for oversight of their clinica) practice, but was, •
; instead, under the direct supervision of one of the;
cardiologists. Per interview on 1/11/11 at 2:25 PM .
, the VP of Nursing Operations stated that the
. Nurse Manager for Cath and Invasive Cardiology
had recently started to look at RN #1'5 role from •
. all RN scope of practice and found it was indeed '
. different than what the nurses in the cardiac lab
were doing. The VP of Nursing Operations further :
stated that it was hisfher understanding that RN
. #1 was only involved in the technical aspect ofthe
I procedure; not performing nursing duties; but only
performing those aspects of ablation Ulat the VP :
. of Nursing Operations had, inaccurately, I

: assumed RN #1 had been credentialed to
perform by the Medical Staff.
Per interview on 1/12/11 at 10:05 AM the Health !
. Care Service leader/Chief of CardiOlogy
: confirmed RN #1's role on the cardiac arrhythmia
service is "unique". The physician stated RN #1
was a highly skilled team member but ••...8 little
; unusual because [RN #1 is] not a provider; not a
: physician and not an advanced practice nurse" .
. However, despite the lack of credentialLng. this ~
, individual was provided the opportunity and
i responsibility to perfonn and assist the attending
physician in highly technical interventional cardiac
. catheter ablations (a technique used to destroy ,
: parts of the abnormal electrical pathway that is :
causing a heart rtIythm problem). The Chief of
Cardiology also confirmed RN #1 "...was not

A 276

i \,,

S~&A-"t\ J>r{.. \t\--CO ,

, 'Pl-A-V\ 0\2- i 2lsJ2v1
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A 276 , Continued From page 8
getting traditional oversighf for the clinical
selVices h1she was specifICally providing. In
relation to the Governing Body's approval process.
and accountability Of the medical staff to request
: a review for privileging for RN #1, the Chief of
. Cardiology stated ". .it had fallen within the
. cracks ...".

Per interview on 1/12/11 at 8:55 AM, the Manager l
of Medical Staff Operations (who is designated by :
. the hospital to carry out the duties specified in the .
. Medical Staff Bylaws) stated RN #1 should have :
: been brought through the credentJaling process
: as a "Allied Health Care professional"
. (referencing Article IX of the Medical Staff Bylaws .
revisions approved/adopted 12/21/10). SIhe alsO
confirmed that because RN #1 had not been :
; appropriately credentialed, there was no ongoing
process to assure his/her clinical competencies.
; normally reviewed during the reappointment
i process, every two years, as well as through a :
. mid cycle evaluation to assure each appointee is
meeting the minimal job requirements.

A 338 482.22 MEDICAL STAFF

: The hospital must have an organited medical
. staff that operates under bylaws approved by the
governing body and is responsible for the quality
: of medical care provided to patients by the
; hospital.

, This CONDITION is oot met as evidenced by:
: Based upon staff interviews and record reviews, :
; the Condition of Participation: Medical Staff was
not met as evidenced by the medical staff's failure ~
: to implement the Medical Bylaws for the :
1delineation of plMeges for an individual wno
. provides specialized care for patients who
. undergo invasive cardiac procedures. Findings

A276
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A 338

: Based on staff interview, it was confirmed that a
. job classification, a review of qualifications. and a ,
: determination of responsibilities were not
; presented to the medical staff for creoenlialing, or
to the Governing BOdy for approval tor an
individual (RN #1). who has practiced as a
. member of a cardiac interventional team since
. 2003. For the past 7 years, RN #1 has not .
received a written evaluation, was not required to :
: complete yearly mandatory competencies and
. has functioned wittlout a job description. In
addition, the Governing Body was not aware that
the role existed.

~Per interview on 1/12/11 at 11:00 AM, the Chief
Medical Officer (CMO) who is responsible for the
: Institute of Quality, confirmed that the Medical '
Staff did not initiate the process for delineation of
. c~nical privileges for RN #1 in accordance with '
; the credentialing process identified in their
: Bylaws. The CMO slated the Governing Body is
"..•extremely engaged in the credentialing
; process", and that two members of the Governing:
1 BOdy attend eve'Y credentialing meeting bringing :
. all information back to the Governing Body for .
review and consideration prior to approval of any :
appointments or reappointrnenlS. The CMO
. confirmed the medical staff are •....well aware" of
I the credentiallng process and the Medical Bylaws .
. The Health Care Service Leader, also known as '.
I the Chair of a Department for each of the clinical
services offered at the hospital, was identified by
the CMO as the responsible person to ensure
staff within their departments are privileged
and/or have medical staff memben;hip. At the
. time of this interview, the CMO stated the
Governing Body was not aware of the issues

,

S~ t}-« A-(...~b.')
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i
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A338 Continued From page 10 : A338
:

: related to RN #1, stating "."we missed this" and : ;
:

;

"This is surprising to me". . !.
Per interview Oil 1112/11 at 10:05 AM the Health ;

. care Service Leader/Chief of Cardiology
: confirmed RN #1's role on the cardiac arrhythmia ~ ;

: service is "unique". The physician stated RN #1
: :

was a highly skilled team member but was not a
provider; not a physician and not an advanced
practice nurse. However, despite the lack of ! !

j credentialing, this individual was provided the I
~opportunity and responsibility to perform and
. assist the attending physician in highly technical :

:
. interventional cardiac catheter ablations (a 5~~ A--rf Pr<- ~ eo
technique used to destroy parts of the abnormal
. electrical pathway thal is causing a heart rhythm

PW1-n of- i2.-l t' l '20\
. problem). The Chief of Cardiology also confirmed : I
! RN#1 "...was not getting traditional oversight" for

,
!

Cort~\1Y1the clinical services hlshe was specifically f
: providing. in relation to the Governing Body's
. apPfoval process and accountability of the
: medical staff to request a review for privileging for : \
: RN #1, the Chief of Cardiology stated" ...it had

, !i
. fallen within the craCks...". . I

!.
; I

: Per inteNiewon 1/12/11 a18:55 AM, the Manager.
: of Medical Staff Operations (who is designated by : i i
the hospital to carry out the duties specified in the : : I

; Medical Staff Bylaws) stated RN #1 should have !
. been brought through the credentialing process ~
i as a "Allied Health Care Professional" I I~(referencing Article IX of the Medical Staff Bylaws ; ! I
revisions approved/adopted 12/21/10). When
Informed RN #1 was not hired by the hospital in
• 2003, but continues to provide patient care as a
: member of the interventional cardiac catheter : ! :

! ablation team. the Manager acknowledged :

, "...thus lies the problem". The process for
credentialing involves several steps, including a

:
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A 386

0;

I

i

;iThe hospital must have a well-organiZed service :
, witfl a plan of administrative authority and
delineation of responsibilities for patient care.
, The director of the nursing service must be a
. licensed registered nurse. He or she i~
responsible for the operation of the service,
. including determining the types and numbers of
: nursing personrtel and staff necessary to provide
nursing care for all areas of the hospital.

A 338 ; Continued From page 11 A 338:
review of the application in accordance with the
Medical Staff Bylaws before a professional is
considered for employment and eventual
, recommendation for credentialing and
: appointment. It waS also confirmed by the
, Manager of Medical Staff Operations that •
because RN #1 had not been appropriately
credentialed. there was no ongoing process to
assure his/her clinical competencies, normally .
. reviewed during the reappointment process every i
; two years, as well as through a mid cycle I
. evaluation ensuring .1tIe minimal job requirements
. were met.

A 386 . 482.23(a) ORGANIZATION OF NURSING ;
SER~CES .

~This STANDARD is nol met as evidenced by:
Based on staff interviews and record review. the
facility failed to delineate responsibUity and
: accountability for the clinical nursing practice of
, an individual who held a current RN (Registered !
Nurse) license and who performed speciarlZed
. clinical sef'Vices for patients in the cardiac Cath
. Lab. Findings include:

Per interview at 1:33 PM on 12120/10, RN #1 !
stated that slhe had worked in the Cardiac Cath i

! Lab assisting in the performance of cardiac
. ablation procedures since 2003. The RN stated
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A 386' Continued From page 12 I

i that cardiac ablations are performed by a team of
individuals including a physician, nurses and at
times an anesthesiologist, who is present when :
I the patient is undergoing an Atrial Fibrillatioo
!ablation .. S/he further stated that the role in which:
slhe worked was similar to that of "a first assist in :
. surgery" and it takes a team to do the procedure .
. The nurse further stated one team member
. manipulates the catheter, another member is
running the stimulator and another is creating the i

3-D image on the computer. RN #1 confirmed he .
; is t1le only nurse involved in this specific
pr~ure. .

The Nurse Manager for Cath and Invasive
: Cardiology stated, during interview on the
afternoon of 12120/10, that RN #1's was not a
; hospital employee and did not fall under nursing
. purview for oversight of their clinical practice. but ;
was, instead, under the direct supervision of one
of the cardiologists.
Per interview on 1/11111 at 2:25 PM, the VP of '
: Nursing Operations stated that the Nurse
. Manager for Cath and Invasive Cardiology had
: recently started to look at RN #1'5 role from an
iRN scope of practice and found itwas different ~
: than what the nurses in the cardiac lab were
doing. S/he further stated that it was hlslher
understanding that RN #1 was only involved in
the technicalaspectof the procedure;not I
: performing nursing duties; but only performing
those aspects of ablation that the VP of Nursing
Operations had, inaccurately, assumed RN #1
. had been credentialed to perfonn by Ihe Medical
. Staff. i
: Per interview at 2:19 PM on 1111/11, the Director i

for Clin~1 Services and Training stated that sIhe .
. had been employed in the role of Supervisor of
the Cardiology Practice in 2003 at the time that

A 386
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A 386. Continued From page 13
RN #1 was being considered for a position in the
cardiac Catheter lab. Slhe stated that there had !
been discussion, at that time, of where RN #1
; would fit, as there was a very Clear research
. component to his/her role and eventually slhe
was placed in a research associate role with the
affiliated university.

A 749: 482.42(a)(1) INFECTION CONTROL OFFICER
. RESPONSIBILITIES

!The infection control officer or officers must
develOp a system tor identifying, reporting,
investigating. and controlling infections and
communicable diseases of patients and
personnel.

This 5T ANDARD is not met as evidenced by:
Based on observation, interview and record
: review. the infection control department failed to '
: ensure the maintenance of a sanitary
. environment on McClure I in the cardiac
Catheterizationl Ablation special procedure
; room. Findings inclUde:

I During a tour of the Cardiac CatheteriZalionJ
. Ablation special procedure room on 1/12/11 at
: 2:10 PM, the f100rwas soUed with debris and a :
. reddish brown stain of unknown origin was noled
. on the base of a monitor stand positioned beside :
. the procedure table. The nurse manager for
icardiac catheterization and invasiVe cardiology
~stated, at that time. that nursing staff is !

: responsible for cleaning the room in betw'een I

: cases, and at the end of each day dedicated
housekeeping staff would provide daily terminal
. care of the room in the evening. A follow up tour
of the same room was conducted on 1/13/11 at
:.6:17 AM, prior to the first scheduled procedure of :
: the day. Despite the fact that Nurse #2, present i

A 386

A749.
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A 749 Continued From page 14 A 749 i

during the morning tour, confirmed that ,
housekeeping had been in the room because the

: I

; I

trash had been emptied, the floor was still soiled ;

, and there was debris and a build up of grime
:

. around the columns supporting the procedure :

table. The rest of the floor still had debris ,
. including packing stickers and stains, and there
was a layer of dust surrounding all 4 sides of a
I ridge on the gas column where the anesthesia
. equipment is stored and utilized. In addition, the :
istain on the base of the monitor equipment stand, : i

,

. initially noted during tour on the afternoon of I ~<C-!

1/12/11, remained. When surveyors asked to :

have the base of the stand cleaned, the .nurse A- \\ fJr0\kCO i
. educator for the Cardiac Cath Lab who was I

: present during the observations, failed to don I ~L.-~ bt-
: gloves and, using a disinfectant wipe towel, . 2JI~cleaned the stain from the stand with bare hands. eo.Nee-,\\Y'It was agreed the stain-was either Betadine , I
! solution or blood, !

I
,

20'1i
,

, ~, I

~Also observed during the morning lour, there ,
, were cables attached to cardiac mapping
. equipment, used during the ablation procedure. ~

:

that were noted to be stained with dried blood. : :

; The nurse acknowledged it is the responsibility of
,,

: the nursing staff to clean the cables after each
l

procedure and commented that ", ..the cables do
~not touch the patients ..." However, staff who !
: handle the cables could then conceivably touch ; !
. the patient and.other environmental surfaces ,

witf1in the room, potentiaUy contaminating
everything touched.

,
: The Training and DevelOpment Supervisor for I !

Environmental Services confirmed on 1113/11 at
i

: 8:40 AM. that the room required deep cleaning ~
. and what was observed on the floors especially :
around the special procedure table had been ,

, i
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A 749 Continued From page 16 A749:
there for "...definitely more than one day". ;

! i, I

~Per intefView, on 1113111 at 12:27 PM, the
I

;.
Infection Control Manager confirmed Environment;

!
;

. of Care safety audits are conducted tflroughout :

the hospital. twice yearly, and that the most
; S&&; recent inspection/audit of the cardiac

; Catheterization/Ablation special procedure room ~ :

was completed on 1212110. When informed of tne 1:t1\Prt., tACO
observations made earlier in the day. the ;
comment by one of the nurses in the Cath lab '. ~~ of- \2/, S}regarding blood found on cables and the failure of :

another nurse to wear gloves when cleaning
! 0N~n~. unknown substance On an environmental surface,

: the Infection Contra! Manager stated it was i i ~\\;
"...concerning".,

; Reference: CDC/HICPAC Guidelines for the
! i: Disinfection and Sterilization in Healthcare

: Facilities 2008JDisinfection of Healthcare :

Equipment.
i,

i !. ! .
; ;, f :

, , I
I

I i 1! .
I, I
I,

, ~
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Refer to Tags: A-0049 and A- 0338
A 049 432. 12(a)(5) MEDICAL STAFF ACCOUNTABILITY

PLAN OF CORRECTION

A 000 INITIALCOMMENTS

An unannounced on-site complaint investigation was conducted by /he Division of Licensing and Protection on
12/20/10 - 12//2/2010 and 1/11/11- 1/13/11 as authorized by the Centersfor Medicare and Medicaid Services, to
review the Conditions of Participation for: Patient Rights, Quality Assurance, Medical Staff, Nursing Services,
Medical Records, Surgical Services, Infection Contro/and Governing Body. The Conditions of Participationfor
Governing Body and Medical Staffwere not met.

A 043 482.12 GO VERNING BOD Y

The hospital must have an effective governing body legally responsible for the conduct of the hospital as an
institution. if a hospital does not have an organized governing body, the persons legally responsible for the
conduct of the hospital must carry out the functions specified in this part
thatpertainto thegoverningbody.

This CONDITION is not met as evidenced by:
Based on information obtained through staff interviews and record reviews, the hospital failed to ensure that
accountability and responsibility for thequalifications,conduct,andoversightof an individual's clinicalpractice was
reviewed by an appropriate privileging body or clinical department.

Plan of Action '

We are responding to this condition-level deficiency through the Plans of Action below. Our Plans of Action are
incorporated here by reference to the standard level deficiencies. We believe that our specific Plans of Action fully

ensure accountability and responsibility for the qualifications, conduct and oversight of clinical practice.

~~ ~ ;; .. "". II
.f',""'(~h.-~ (-r~ ~

(The governing body must) ensure that the medical staff is accountable to the governing bodyfor the quality of
care provided to patients.

A 049
This STANDARD is not met as evidenced by. Based upon staff interviews and record reviews, the hospital's
Governing Body failed to ensure that the medical staff demonstrated accountability for the delineation ofprivileges
for an individual who provides specialized care for patients who undergo cardiac procedures. Findings include:

Based on staff interview, it was confirmed that ajob classification, a review of qualifications, and determination of
responsibilities were not presented to the medical stafffor credentialing, or to the Governing Body for approval,
for an individual who has practiced as a member of a cardiac interventional team since 2003. For the past 7
years this individual, who is also an RN (RN #1), has not received a written evaluation, was not required to
complete yearly mandatory competencies and has functioned without ajob description in a role which the
Governing Body was not aware existed.

Per interview on 1/12/2011 at 11:00 AM, the Chief Medical Officer (CMO), who is responsible for the InStitute of
Quality as well as the Medical Staff, confirmed the Governing Body is "extremely engaged in the credentialing
process. ". The CMO also stated two members of the governing body attend every credentialing meeting, bringing
all information back to the Governing Body for review and consideration prior to approval of any
appointments or reappointments. The CMO confirmed the hospital medical staff are "well aware" of the
credentialing process and the Medical Bylaws. The Clinical Leader and/or Health Care Service Leader, also
known as the Chair of a Department for each of the clinical services offered at the hospital, was identified by the
CMO as the responsibleperson to ensure staff within their departments are privileged and/or have medical staff
membership. At the time of this interview, the CMO stated the Governing Body was not aware of the issues related
toRN #1,stating "wemissed this..•

2



Per interview.on 1112111at 10:05AM the Health CareServiceLeaderlChiefofCardiologyconfirmed RN #I's role on
the cardiac arrhythmia service is "unique". The physician stated RN # I was a highly skilled team member but "...a
little unusual because slhe's not a provider; not a physician and not an advanced practice nurse". The Chief of
Cardiology also stated "If we did not have {RN # IJ we would need to have 2 Electrophysiologists due to the complex
ablations which require 2 people to work very closely in tandem with each other". However, despite the lack of
credentialing, this individual was provided the opportunity toperform and assist the attending physician in highly
technical interventional cardiac catheter ablationfor atrialfibrillation (a technique used to destroy parts of the
abnormal electrical pathway that is causing a heart rhythmproblem). The Chief of Cardiology also corifirmedRN #1
'~wasnotgetting traditional oversight/for the clinical services slhe was specifically providing. In relation to the

GoverningBody'sapprovalprocess and accountability of the medical staff to request a reviewfor privileging RN #1,
the Chief of Cardiology stated" ..it hadfallen within the cracks". Per review, the Medical Staff Rules and
Regulations, adopted 12121110,state "Health Care Service Leaders are responsible/or ensuring that all
members o/the Medical Staff assigned to their service are subject to ongoing professional practice evaluations".

Per interview on 1/1211I at 8:55 AM, the Manager of Medical Staff Operations (who is designated by the hospital
to carry out the duties specified in the Medical Staff Bylaws) stated RN #1 should have been brought through the
credentialing process as an "Allied Health Care Professional" (referencingArticle IX of the Medical Staff Bylaws
revisions approved/adopted 12121110).When informed RN #1 was not hired by the hospital in 2003, but continues
to provide patient care as a member of the interventional cardiac catheter ablation team, the Manager
acknowledged ".thus lies the problem". The process for credentialing involves several steps including a review of
the application, in accordance with the Medical Staff Bylaws, before aprofessional is consideredfor employment
and eventual recommendation to the Governing Body for credentialing and appointment. it was also corifirmedby
theManagerof theMedicalStqffOperations that because RN #1 had not been appropriately credentialed. there was
no ongoing process to assure hislher clinical competencies, normally reviewed during the reappointment process,
every two years, as well as through a mid cycle evaluation to assure each appointee is meeting the minimal job
requirements.

When a credential file was requestedfor RN #1, surveyors were provided with a Faculty Evaluationfilefrom
an affiliated University through which the hospital has an agreementfor educational programs. RN #I's most
recent reappointment (dated 31112010) was as a Research Associate. RN #1 stated in the Faculty reappointment
application that hislher responsibilities included teaching, research and services professionally related: "Involved
in mapping and ablating complex atrial and ventricular arrhythmias

Assisting the faculty Electrophysiologisis extends the capability of the service. "If Iwere not present then 2
Electrophysiologists would be requiredfor each procedure". In addition, when RN #1 wasfirst being considered
for the role slhe is presently, functioning in, the Director of Cardiac Electrophysiologists stated in a letter to the
Chief of cardiology, dated May I, 2003 {Hislher)participation in clinical EP (electrophysiology) procedures will be
under the direct supervision of an EPfaculty with credentials to perform EP procedures". No credentialing was
ever broughtforth, at that time or in the 7 years since, to the Medical Staff, nor was a requestfor a review of the
RN's eligibility brought to the Governing Body for review as referenced in the Medical Staff Bylaws Article IX 9. I

Per interview on 111311I at 2: 54 PM, the Director of Cardiac Electrophysiology confirmed RN #I's tide was
Research Associate and is a "Primary assist in ablation procedures where (the RN) performs essentially every
aspect of the procedure. (RN # I) performs ablations ". The Director further stated RN#I would be accountable to
the Director who is then accountable to the Chief of Cardiology. However theDirectoradded ''l' am not surethat is the
way it is; it isn't in writing: if's just the way I understood ittobe."

Plan of Action

• The RN identified through the survey process was noted as being an employee of the University of Vermont at the
time of the survey and therefore did not go though the Fletcher Allen on boarding process. Fletcher Allen has two
established processes for on boarding of staff that provide organizational oversight for clinical practice. These
processes were reviewed by the Vice President for Nursing, Vice President for Human Resources, the Vice
President for the James Jeffords Institute for Quality and the Chief Medical Officer to ensure compliance with the
CMS COP. Specifically reviewed were the Human Resources on boarding and annual evaluation process and the
Medical Staff credentialing process. In addition these two processes were reviewed at the 12/18/2011 Vice
President meeting and later was reinforced at the 2/1/20] 1 Vice President meeting.
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• The Vice Presidents communicated the expectation to their Directors that all clinical staff in their respective areas
have gone though either the Human Resource process or the Medical Staff credentialing process. Each Director
conducted an inventory in their areas to validate that clinical staff have gone through either the Human Resource or
the Medical Staff credentialing process as appropriate to their role. This inventory was completed on 2/8/2011.

• The Vice President of Nursing and the Medical Director of Cardiology are currently working with the Vermont
Board of Nursing to establish a "Scope of Practice" document for the referenced RN cardiology position with in
Fletcher Allen Health Care. A "Request for Position Statement" document was filed on 1/24/2011 with the Vermont
Board of Nursing. Once finalized and approved, the position will go through the appropriate Fletcher Allen process.
The University of Vermont employee identified through the survey has been removed from the clinical setting and is
performing research duties at the University until such time as the scope of practice has been approved and the
appropriate Fletcher Allen on-boarding has been completed.

• The Chief Medical Officer reviewed Fletcher Allen leadership's responsibility and oversight function for ensuring
qualifications, conduct, and oversight of an individual's clinical practice at the Strategic Management Committee
meeting on 2/3/2011. This committee is comprised of Health Care Service Physician Leaders and Senior Leadership,
to include the Chief Executive Officer. Specifically highlighted was the expectation that all clinical staff have
completed the Human Resource or the Medical Staff credentialing on boarding and performance review process

• The Chief Medical Officer reviewed the requirement that all clinical staff must go through either the Human
Resource or the Medical Staff credentialing process with the medical staff at the Medical Executive Committee
meeting on 2/3/20 II.

• The Chief Medical Officer reviewed the requirement that all clinical staff must go through either the Human
Resource or the Medical Staff credentialing process with the with the Medical Directors at the Medical Director
meeting on 2/8/20 II.

• The Chief Medical Officer communicated electronically to all Medical Staff on 2/07/20 II, the expectation that all
clinical staff in their areas have gone though either the Human Resource process or the Medical Staff credentialing
process.

• The Chief Medical Officer reviewed Fletcher Allen leadership's responsibility and oversight function for ensuring
qualifications, :conduct, and oversight of an individual's clinical practice with the Governing Body at the Board of
Trustee meeting on 2/8/0 II.

Performance Improvement

• Each Manager, on an ongoing basis, will verify that clinical staff in their areas have gone through either the Human
Resource or the Medical Staff credentialing process as appropriate to their role.

• Each Director, at the time of the annual performance evaluations will conduct an inventory in their areas to ensure
that all clinical staff has gone through either the Human Resource process or the Medical Staff credentialing process
as appropriate to their role. Results will be shared with the Vice Presidents for any required action.

PtJ( ~ ;1 /~. II I./Yl(~ ;3~
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A 118:482.J3(a)(2) PATIENT RIGHTS: GRIEVANCES

The hospital must establish a process for prompt resolution of patient grievances and must inform each patient
whom to contact tofile a grievance.

This STANDARD is not met as evidenced by:
Basedon interviewandrecordreview,hospitalstaff failed to implement the Grievance policy in response to an
unresolved patient complaint for Patient #1. Findings include:

Per record review, during an outpatient physician visitfollowing a clinical procedure performed at the hospital's
Cardiac Catheter Lab. Patient #1 had expressedconcernsto theparticipatingphysician (Physician #1), regarding
care and services provided during the procedure. The medical record revealed information that indicated that
although Physician #1 had attempted to address the patient's concerns, s/he was aware that the patient was
clearly not satisfied with the physician's response and attempt to resolve the issues identified. Despite the
knowledge that s/he was unable to resolve the patient's complaint, there was no evidence that Physician #1 had
referred the complaint on to Patient/Family Advocacy for fUrther review, in accordance with thefacility's policy. The
policy, tiled Customer Feedback Policy, stated under the, Complaints section: 3. Staffpersons receiving the
complaint shall: "Refer complaints .. if the staffperson does not have the knowledgeor authoritytoresolvethecomplaintor
if thestqjfperson is unable to resolve the complaint to the complainant's satisfaction."

During interview, at 9: 56 AM on 1/13/11, the Manager of Patient/FamilyAdvocacy confirmed that the
complaint voiced to Physician #1 had not been referred to their department.

During a telephone interview at 2:54 PM on 1113/11,Physician #1 corifirmed that Patient #1 had not been
satisfied with his/her response to the patient's complaints, andfurther confirmed that slhe had not referred the
complaint to Patient & Family Advocacy, acknowledging that it never crossed my mind" but" that's a good idea

Plan of Action

• The Vice President for the James Jeffords Institute for Quality reviewed the Fletcher Allen "Customer Feedback"
policy at the 2/1/20 II Vice President meeting. Specifically highlighted was the expectation that if a staff person is
unable to resolve a complaint to the complainant's satisfaction referrals can be made to the following: Supervisor or
Department Head, Office of Patient and Family Advocacy or the Risk Management Department.

• The Vice Presidents have communicated the expectations noted in the Fletcher Allen "Customer Feedback" policy
with their leadership teams. The policy will be shared again with staff via electronic communications and or staff
meetings. This process will be completed by 2/18/2011.

• On 2/3/2011 the Chief Medical Officer presented the expectations outlined in the Fletcher_Allen "Customer
Feedback" policy to the Medical Executive Committee membership. Specifically discussed was the expectation that
if a staff person is unable to resolve the complaint to the complainant's satisfaction referrals can be made to the
following: Supervisor or Department Head, Office of Patient and Family Advocacy or Risk Management
Department.

• On 2/3/2011 the Chief MediCal Officer presented the expectations outlined in the Fletcher Allen "Customer
Feedback" policy to the Strategic Management Committee membership. Specifically discussed was the expectation
that if a staff person is unable to resolve the complaint to the complainant's satisfaction referrals can be made to the
following: Supervisor or Department Head, Office of Patient and Family Advocacy or Risk Management
Department.

• On 2/8/2011 the Chief Medical Officer presented the expectations outlined in the Fletcher_Allen "Customer
Feedback" policy to the Medical Directors meeting. Specifically discussed will be the expectation that if a staff
person is unable to resolve the complaint to the complainant's satisfaction referrals can be made to the following:
Supervisor or Department Head, Office of Patient and Family Advocacy or Risk Management Department.

• The Chief Medical Officer communicated electronically to all Medical Staff on 2/07/20 II, the expectations outlined
in the Fletcher_Allen "Customer Feedback" policy to the Medical Directors meeting. Specially discussed will be the
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expectation that if a staff person is unable to resolve the complaint to the complainant's satisfaction referrals can be
made to the following: Supervisor or Department Head, Office of Patient and Family Advocacy or Risk
Management Department

Performance Improvement

• Individual cases will be reviewed as part of the weekly Safety Adjudication Committee meeting to identify
educational opportunities regarding Fletcher Allen "Customer Feedback" policy. The Safety Adjudication
Committee is comprised of the Chief Medical Officer, the Vice President of the Institute for Quality, the Vice
President of Nursing, the Director of Risk Management, the Manager of the Office of Patient and Family Advocacy,
the Director of Patient Safety and the Director of Regulatory Readiness.

/be ~ ;l./f./T
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A 276.482.21 (b)(2)(ilj QAPIIDENTIFY IMPROVEMENT

The hospital must use the data collected to-I

(ii) Identify opportunities for improvement and changes that will lead to improvement.

This STANDARD is not met as evidenced by: Based on staff interview and record review, the facility failed to
identify a significant quality deficientpractice involving the ongoing clinicalpractice of an individual for whom there.
was no appropriately defined accountability and responsibility for the delineation of that clinical practice. Findings
include:

Based on information obtained through staff interviews and record reviews, there was an ongoingfailure over a
7year periodfrom 2003 through 1/13//1, to identify the lack of accountability and responsibility for the conduct
and oversight of the clinical practice of an individual (RN #1) who held a current RN license andwhoperformed
specialized clinicalservicesfor patients in the Cardiac Cath Lab. Although RN #1 began to participate in clinical
practice in 2003 with no definedjob classification, no review of qualifications or determination of to whom slhe
would be accountable tofor their practice, the hospital failed to identify these issues. In addition, although RN # I
continues, to date, toparticipate in the same clinical role as a member of a cardiac interventional team, the
facil ity has continuously failed to identify and recognize that for the past 7 years this individual has not received a
written evaluation,was not requiredto completeyearly mandatory competencies and has functioned without ajob
description in a role which the GoverningBodywas not awareexisted

The Nurse Manager for Cath and Invasive- Cardiology during interview on the afternoon of 12/20/10, stated RN #1
was not a hospital employee and did not fall under nursing purview for oversight of their clinical practice, but was,
instead, under the direct supervision of one of the cardiologists. Per interview on 1/11/11 at 2:25 PM the VPof
Nursing Operations stated that the Nurse Manager for Cath and Invasive Cardiology had recently started to look
at RN # l'srole from an RN scope of practice and found it was indeed different than what the nurses in the
cardiac lab were doing. The VP of Nursing Operations further stated that it was his/her understanding that RN
#1was only involved in the technical aspect of the procedure; not performing nursing duties,' but only performing
those aspects of ablation that the VP of Nursing Operations had, inaccurately, assumed RN #1 had been
credentialed to perform by the Medical Staff. Per interview on 1/12/11 at 10:05 AM the Health Care Service
Leader/Chief of Cardiology confirmed RN #I's role on the cardiac arrhythmia service is "unique". The physician
stated RN #1 was a highly skilled team member but"...a little unusual because [RN #1 is} not a provider; not a
physician and not an advanced practice nurse" However, despite the lack of credentialing, this individual was
provided the opportunity and responsibility to perform and assist the attending physician in highly technical
interventional cardiac catheter ablations (a technique used to destroy parts of the abnormal electrical pathway
that is causing a heart rhythm problem). The Chief of Cardiology also confirmed RN #1 "...was not getting
traditional oversight/for the clinical services hlshe was specifically providing. In relation to the Governing Body's
approval process. and accountability of the medical staff to request a reviewfor privilegingfor RN #1, the
Chief of Cardiology stated" ... it hadfallen within the cracks". .

Per interview on 11/12/2011 at 8:55 AM, the Manager; of Medical Staff Operations (who is designated by: 'the
hospital to carry out the duties specified in the Medical Staff Bylaws) stated RN #I should have been brought through
thecredentialingprocess as a "Allied Health Care professional" (referencing Article IX of the Medical Staff Bylaws
revisions approved/adopted 12/2011). S/he also confirmed that because RN #1 had not been appropriately
credentialed, there was no ongoing process to assure his/her clinical competencies,normally reviewed during the
reappointment process, every two years, as well as through a mid cycle evaluation to assure each appointee is
meeting the minimaljob requirements.

Plan of Action

• The RN identified through the survey process was noted as being an employee of the University of Vermont at the
time of the survey and therefore did not go though the Fletcher Allen on boarding process. Fletcher Allen has two
established processes for on boarding of staff that that pro~ide organizational oversight for clinical practice. These
processes' were reviewed by the Vice President for Nursing, Vice President for Human Resources, the Vice
President for the James Jeffords Institute for Quality and the Chief Medical Officer to ensure compliance with the
eMS COP. Specifically reviewed were the Human Resources on boarding and annual evaluation process and the
Medical Staff credentialing process. In addition, these two processes were reviewed at the 1'2tt'8i2fH ..l. Vice
President meeting and later was reinforced at the 2/1/2011 Vice President meeting. K'V;;ZDII
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• The Vice Presidents communicated the expectation to their Directors that all clinical staff in their respective areas
have gone though either the Human Resource process or the Medical Staff credentialing process. Each Director
conducted an inventory in their areas to validate that clinical staff have gone through either the Human Resource or
the Medical Staff credentialing process as appropriate to their role. This inventory was completed on 2/8/2011.

• The Vice President of Nursing and the Medical Director of Cardiology are currently working with the Vermont
Board of Nursing to establish a "Scope of Practice" document for the referenced RN cardiology position with in
Fle~cherAllen Health Care. A "Request for Position Statement" document was filed on 1/24/2011 with the Vermont
Board of Nursing. Once finalized and approved, the position will go through the appropriate Fletcher Allen process.
The University of Vermont employee identified through the survey has been removed from the clinical setting and is
performing research duties at the University until such time as the scope of practice has been approved and the
appropriate Fletcher Allen on-boarding has been completed.

• The Chief Medical Officer reviewed Fletcher Allen leadership's responsibility and oversight function for ensuring
qualifications, conduct, and oversight of an individual's clinical practice at the Strategic Management Committee
meeting on 2/3/2011. This committee is comprised of Health Care Service Physician Leaders and Senior Leadership,
to include the Chief Executive Officer. Specifically highlighted was the expectation that all clinical staff have
completed the Human Resource or the Medical Staff credentialing on boarding and performance review process

• The Chief Medical Officer reviewed the requirement that all clinical staff must go through either the Human
Resource or the Medical Staff credentialing process with the medical staff at the Medical Executive Committee
meeting on 2/3/2011.

• The Chief Medical Officer reviewed the requirement that all clinical staff must go through either the Human
Resource or the Medical Staff credentialing process with the with the Medical Directors at the Medical Director
meeting on 2/8/201 1.

• The Chief Medical Officer communicated electronically to all Medical Staff on 2/7/2011, the expectation that all
clinical staff in their areas have gone though either the Human Resource process or the Medical Staff credentialing
process.

Performance Improvement

• Each Manager, on an ongoing basis, will verify that clinical staff in their areas gone through either Human
Resource Process or the Medical Staff Process as appropriate to their role.

• Each Director, at time of annual performance .evaluations will conduct an inventory in their areas to be ensured all
clinical staff has gone through either Human Resource Process or the Medical Staff Process as appropriate to their
role. Results as appropriate will be shared with the Vice Presidents for any required action.

;:J()C ~ ;J IY. U
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A 338482.22 MEDICAL STAFF

The hospital must have an organized medical staff that operates under bylaws approved by the governingbody
and is responsiblefor thequalityof medical care provided to patients by the hospital.

This CONDITION is not met as evidenced by.
Based upon staff interviews and record reviews, the Condition of Participation: Medical Staff was not met as
evidenced by the medical staffs failure to implement the Medical Bylaws for the delineation ofprivileges for an
individual who provides specialized care for patients who undergo invasivecardiacprocedures. Findings

PLAN OF ACTION

We are responding to this condition-level deficiency through the Plans of Action below. Our "Plans of Action"
are incorporated here by reference to the standard level deficiencies. We believe that our specified "Plans of
Action" fully ensure accountability and responsibility for the qualifications, conduct and oversight of clinical
p-ractice

Based on staff interview, it was confirmed that ajob classification, a review of qualifications, and a determination
of responsibilities were not presented to the medical stafffor credentialing, or to the Governing Body for approval
for an individual (RN #1), who has practiced as a member of a cardiac interventional team since 2003. For the
past 7 years, RN #1 has not received a written evaluation, was not required to completeyearly mandatory
competenciesand hasfunctioned without ajob description. In addition, the Governing Body was not aware that the
role existed. .

Per interview on 1/12/201J at 11:00AM, the Chief Medical Officer (CMO) who is responsible for the
Institute of Quality confirmed that the Medical Staff did not initiate the process for delineation of clinical
privileges for RN #I in accordance with the credentialing process identified in their Bylaws. The CMO stated the
Governing Body is. extremely engaged in the credentialing process", and that two members of the Governing
Bodyattendeverycredentialingmeetingbringingall information back to the Governing Body for review and
consideration prior to approval of any appointments or reappointments- The CMO confirmed the medical staff
are "...well aware" of I the credentialing process and the Medical Bylaws. The Health Care Service Leader,
also known as the Chair of a Departmentfor each of the clinical services offered at the hospital, was identified by
the CMOas the responsible person to ensure staff within their departments are privileged and/or have medical
staff membership. At the time of this interview, the CMO stated the Governing Body was not aware of the issuesrelated
to RN #1, stating "...we missed this" and 'This is surprising to me".

Per interview on 1/12/1I at 10:05AM the Health Care Service Leader/Chief of Cardiology confirmed RN #1 s role
on the cardiac arrhythmia service is "unique". Thephysician stated RN #1 was a highly skilled team member but
was not aprovider, not aphysician and not an advanced practice nurse- However, despite the lack of
credentialing, this individual was provided the opportunity and responsibility to perform and assist the attending
physician in highly technical interventional cardiac catheter ablations (a technique used to destroy parts of the
abnormal electrical pathway that is causing a heart rhythm problem). The Chief of Cardiology also confirmed RN
#1 "...was not getting traditional oversight"for the clinical services h/she was specifically providing. In relation to
the Governing Body's approval process and accountability of the medical staff to request a reviewfor privileging
for RN #1, the Chief of Cardiology stated "...it hadfallen within the cracks".

Per interview on I I 12/1I at 8:55 AM, the Manager of Medical Staff Operations (who is designated by thehospitalto
carryout thedutiesspecifiedin theMedical Staff Bylaws) stated RN #1 should have been brought through the
credentialing process as a "Allied Health Care Professional" (referencing Article IX of the Medical Staff Bylaws
revisionsapproved/adopted12/21/10).WhenInformed RN # I was not hired by the hospital in 2003, but continues to
provide patient care as a member of the interventional cardiac catheter ablation team, the Manager
acknowledged" ...thus lies theproblem Theprocessfor credentialing involves several steps, including a Medical Staff
Bylaws before aprofessional is consideredfor employment and eventual recommendation for credentialing and
appointment. It was also confirmed by the Manager of Medical Staff Operations that because RN #I had not been
appropriately credentialed, there was no ongoing process to assure his/her clinical competencies, normally
reviewed during the reappointment process every two years, as well as through a mid cycle I evaluation ensuring
the minimaljob requirements were met,
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PLAN OF ACTION

• The RN identified through the survey process was noted as being an employee of the University of Vermont a1the
time of the survey and therefore did not go though the Fletcher Allen on boarding process. Fletcher Allen has two
established processes for on boarding of staff that that provide organizational oversight for clinical practice. These
processes were reviewed by the Vice President for Nursing, Vice President for Human Resources, Vice President for
the James Jeffords Institute for Quality and the Chief Medical Officer to ensure compliance with the CMS COP.
Specifically reviewed were the Human Resources on boarding and annual evaluation process and the Medical Staff
credentialing process. This two processes were reviewed at the'~ Vice President meeting and later was
reinforced at the 2/l/2011 Vice President meeting. R..'~I rr/ .;z,CIIf;G{ ('('.~.

• The Vice Presidents communicated the expectation to their Directors that all clinical staff in their respective areas
have gone though either the Human Resource process or the Medical Staff credentialing process. Each Director
conducted an inventory in their areas to validate that clinical staff have gone through either the Human Resource or
the Medical Staff credentialing process as appropriate to their role. This inventory was completed on 2/8/2011.

• . The Vice President of Nursing and the Medical Director of Cardiology are currently working with the Vermont
Board of Nursing to establish a "Scope of Practice" document for the referenced RN cardiology position with in
Fletcher Allen Health Care. A "Request for Position Statement" document was filed on 1/24/2011 with the Vermont
Board of Nursing. Once finalized and approved, the position will go through the appropriate Fletcher Allen process.
The University of Vermont employee identified through the survey has been removed from the clinical setting and is
performing research duties at the University until such time as the scope of practice has been approved and the
appropriate Fletcher Allen on-boarding has been completed.

• The Chief Medical Officer reviewed Fletcher Allen leadership's responsibility and oversight function for ensuring
qualifications, conduct, and oversight of an individual's clinical practice at the Strategic Management Committee
meeting on 2/3/2011. This committee is comprised of Health Care Service Physician Leaders and Senior Leadership,
to include the Chief Executive Officer. Specifically highlighted was the expectation that all clinical staff have
completed the Human Resource or the Medical Staff credentialing on boarding and performance review process

• The Chief Medical Officer reviewed the requirement that all clinical staff must go through either the Human
Resource or the Medical Staff credentialing process with the medical staff at the Medical Executive Committee
meeting on 2/3/20 II.

• The Chief Medical Officer reviewed the requirement that all clinical staff must go through either the Human
Resource or the Medical Staff credentialing process with the with the Medical Directors at the Medical Director
meeting on 2/8120I 1.

• The Chief Medical Officer communicated electronically to all Medical Staff on 2/07/20 11, the expectation that all
clinical staff in their areas have gone though either the Human Resource process or the Medical Staff credentialing
process.

Performance Improvement

• Each Manager, on an ongoing basis, will verifY that clinical staff in their areas gone through either Human
Resource Process or the Medical Staff Process as appropriate to their role.

• Each Director, at time of annual performance evaluations will conduct an inventory in their areas to be ensured all
clinical staff has gone through either Human Resource Process or the Medical Staff Process as appropriate to their
role. Results as appropriate will be shared with the Vice Presidents for any required action.

~l ~ ;;./i'. II
-/7 1'V1 (* g,.*~S" c::::::::=

10



-------------------------------------------

A 386'482.23(a) ORGANIZATION OF NURSING SERVICES

The hospital must have a well-organized service with aplan of administrative authority and delineation of
responsibilities for patient care. The director of the nursing service m1Jstbe a licensed registered nurse. He or
she is responsible for the operation of the service, including determining the types and numbers of nursing
personnel and staff necessary to provide nursing care/or all areas of the hospital.

This STANDARD is not met as evidenced by:
Based on staff interviews and record review, thefacility tailed to delineate responsibility and accountability for
the clinical nurs ing practice of an individual who held a current RN (Registered Nurse) license and who
performed specialized clinical services for patients in the Cardiac Cath Lab. Findings include: Per interview at
1:33 PM on 12/20/2010, RN #1 stated that s/he had worked in the Cardiac Cath Lab assisting in the performance
of cardiac ablation procedures since 2003. The RN stated that cardiac ablations are performed by a team of
individuals including aphysician, nurses and at times an anesthesiologist, who is present when thepatient is
undergoing anAtrial Fibrillation ablation.. S/he further stated that the rote in which s/he worked was similar to
that of"afirst assist in surgery" and it takes a team to do the procedure-The nurse further stated one team
member manipulates the catheter, another member is running the stimulator and another is creating the 3-D
image on the computer. RN #1 confirmed he is the only nurse involved in this specific procedure.

TheNurseManagerfor Cath and InvasiveCardiology stated, during interview on the afternoon of 12/20/2010, that RN
# l's was not a hospital employee and did not fall under nursing purview for oversight of their clinical practice, but
was, instead, under the direct supervision of one of the cardiologists. Per interview on 1/11/11 at 2:25 PM, the VP
. of Nursing Operations stated that the Nurse Manager for Cath and Invasive Cardiology had recently started to
look at RN #1's role from an RN scope of praCtice andfound it was different than what the nurses in the cardiac
lab were doing. S/he further stated that it was his/her understanding that RN #1 was only involved in the
technical aspect of the procedure; not performing nursing duties; but only performing those aspects of
ablation that the VP of Nursing Operations had, inaccurately, assumed RN #1 had been credentialed to perform
by the Medical Staff

Per interview at 2: 19 PM on 1111IIll, the Director for Clinical Services and Training stated that s/he had been
employed in the role of Supervisor of the Cardiology Practice in 2003 at the time that RN #1 was being
consideredfor aposition in the Cardiac Catheter Lab. Sihe stated that there had been discussion, at that time, of
where RN #1 wouldfit, as there was a very clear research component to his/her role and eventually slhe was
placed in a research associate role with the affiliateduniversity

PLAN OF ACTION

• The RN identified through the survey process was noted as being an employee of the University of Vermont at the
time of the survey and therefore did not go though the Fletcher Allen on boarding process. Fletcher Allen has two
established processes for on boarding of staff that that provide organizational oversight for clinical practice. These
processes were reviewed by the Vice President of Nursing, Vice President of Human Resources, Vice President of
the James Jeffords Institute for Quality and the Chief Medical Officer to ensure compliance with the CMS COP.
Specifically reviewed were the Human Resource on boarding and annual evaluation process and the Medical Staff
credentialing process. This two processes were reviewed at tile~8/20 11 Vice President meeting and later was
reinforced at the 2/1/2011 Vice President meeting. oa I' i.. ,l'/C- ,1~_

;:r-<$"~
• The Vice Presidents communicated the expectation to their Directors that all clinical staff in their respective areas

have gone though either the Human Resource process or the Medical Staff credentialing process. Each Director
conducted an inventory in their areas to validate that clinical staffhave gone through either the Human Resource or
the Medical Staff credentialing process as appropriate to their role. This inventory was completed on 2/8/20 II.

• The Vice President of Nursing and the Medical Director of Cardiology are currently working with theVermont
Board of Nursing to establish a "Scope of Practice" document for the referenced RN cardiology position within
Fletcher Allen Health Care. A "Request for Position Statement" document was filed on 1/24/2011 with the Vermont
Board of Nursing. Once finalized and approved, the position will go through the appropriate Fletcher Allen process.
The University of Vermont employee identified through the survey has been removed from the clinical setting and is
performing research duties at the University until such time as the scope of practice has been approved and the
appropriate Fletcher Allen on-boarding has been completed.
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• The Vice President of Nursing reinforced Fletcher Allen Nursing leadership's responsibility and accountability for
the clinical nursing practice with the Nursing Leadership Team at the Nursing Director Meeting on
2/17/2011. Specifically reinforced was the expectation that all Nursing staff have completed the Human Resource
or the Medical Staff credentialing on boarding and performance review process

Performance Improvement

• Each Nursing Manager, on an ongoing basis, will verify that clinical staff in their areas gone through either Human
Resource Process or the Medical Staff Process as appropriate to their role.

• Each Nursing Director, at time of annual performance evaluations will conduct an inventory in their areas to be
ensured all clinical staff has gone through either Human Resource Process or the Medical Staff Process as
appropriate to their role. Results as appropriate will be shared with the Vice Presidents for any required action.
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A 749, 482.42(a)(l) INFECTION CONTROL OFFICER RESPONSIBILITIES

The infection control officer or officers must develop a system for identifying, reporting, investigating, and
controlling infections and communicable diseases of patients and persQnnel.

This STANDARD is not met as evidenced by Based on observation, interview and record review, the infection
control department failed to ensure the maintenance of a sanitary environment on McClure I in the Cardiac
.Catheterization! Ablation special procedure room. Findings include:

During a tour of the Cardiac Catheterization/Ablation special procedure room on 1/12/Il at 2:10 PM, the floor
was soiled with debris and a reddish brown stain of unknown origin was noted on the base of a monitor stand
positioned beside the procedure table. The nurse manager for cardiac catheterization and invasive cardiology
stated, at that time, that nursing staff is responsiblefor cleaning the room in between cases, and at the end of
each day dedicated housekeeping staff would provide daily terminal care of the room in the evening. Afollow up
tour of the same room was conducted on 1/13/11 at 6: 17 AM, prior to thejirst scheduled procedure of the day.
Despite the fact that Nurse #2, present duringthemorningtour,confirmedthat
housekeeping had been in the room because the trash had been emptied, the floor was still soiled and there was
debris and a build up of grime around the columns supporting the procedure table. The rest of thefloor still had
debris including parking stickers and stains, and there was a layer of dust surrounding all 4 sides of a
ridge on the gas column where the anesthesia equipment is stored and utilized. In addition, the stain on the base
of the monitor equipment stand, initiallynotedduringtourontheqflemoonof 1/ 11/2011, remained. Whensurveyors
asked to have the base of the stand cleaned, the nurse educator for the Cardiac Cath Lab who was
present during the observations, failed to don gloves and, using a disinfectant wipe towel, cleaned the stain from
the stand with bare hands. It was agreed the stain was either Betadine solution or blood.

Also observed during the morning tour, there were cables attached to cardiac mapping equipment,usedduringthe
ablationprocedure, that were noted to be stained with dried blood. Thenurse acknowledgedit is the responsibilityof the
nursing staff to clean the cables after each procedure and commented that "...the cables do not touch the
patients ... "However, staffwho handle the cables could then conceivably touch the patient and. other
environmental surfaces within the room, potentially contaminating everything touched. The Training and
Development Supervisor for Environmental Services conjirmed on 1/13/11 at 8:40 AM, that the room required
deep cleaning and what was observed on the floors especially around the specialprocedure tablehad been therefor
"...definitely more than one day".

Per interview, on 1/13/11 at 12:27 PM, theInfeetion Control Manager confirmed Environment of Care safety
audits are conducted throughout the hospital, twice yearly, and that the most recent inspection/auditof the Cardiac
Catheterization/Ablation special procedure room was completed on 12/2/10. When informed of the
observations made earlier in the day, the comment by one of the nurses in the Cath lab regarding bloodfoundon
cables and thefailure of another nurse to wear gloves when cleaning unknown substance on an environmental
surface, the Infection Control Manager stated it was "...concerning". Reference: CDC/HICPAC Guidelinesfor the
Disinfection and Sterilization in Healthcare Facilities 2008/Disinfection of Healthcare Equipment.

Plan of Action

• A multidisciplinary team comprised of the Safety Specialist, Enviroiunental Service Educator, Environmental
Service Supervisor, Invasive Cardiology Nurse Manager, Invasive Procedure Room Managers, Infection
Prevention Practitioner, Director of Facilities and the Director of Regulatory have developed an" Invasive
Procedure Room Cleaning Procedure" utilizing Association for Professionals in Infection Control, Association of
Peri Operative Registered Nurses and American Hospital Association Guidelines. The procedure was approved by
the Director of Facilities on 2/8/201 1.

• Due to the complex nature of the electronic equipment contained in the EP laboratory an inventory of surfaces in the
EP was completed by the Safety Specialist in collaboration with the EP Nurse Manager, Director of Facilities,
Infection Prevention Manager, Environmental Service Educator and Supervisor. The inventory itemizes each
surface and delineates the responsible cleaning staff, frequency of cleaning and appropriate cleaning product. This
process was completed on 2/3/2011. This inventory will be replicated for other invasive procedure rooms and will
be completed by 2/18/201 1.

• The Enviromnental Service Educator will educate Enviromnental Service staff to the revised "Invasive Procedure
Room Cleaning Procedure". Training will be complete by 2/18/20 11.
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• The invasive procedure Nurse Mangers will review standard infection prevention practices utilizing recent survey
results as a teaching opportunity. In addition, staff from the invasive procedure rooms willbe educated during staff
meetings on the "Invasive Procedure Room Cleaning Procedure". This will be completed on 2/18/2011.

• The Environmental Service Educator developed an "EP/Cath Lab Cleaning Services" checklist which support
compliance with the "Invasive Procedure Room Cleaning Procedure" by itemizing the practice necessary for
between case cleaning, daily cleaning, weekly and monthly cleaning. This was completed on 2/3/2011.

• The Vice President for the James Jeffords Institute for Quality reviewed the need to reinforce standard infection
prevention practices utilizing the recent survey results as a teaching opportunity at the Vice Presidents meeting on
2/1/2011.

• The Vice Presidents will reinforce standard infection prevention practices, utilizing the recent survey results as a
teaching opportunity, with their leadership teams and request that their leaders disseminate the information via
electronic communications and or staff meetings by 2/18/20 II.

• The Chief Medical /Quality Officer reviewed standard infection prevention practices utilizing the recent survey as
a teaching opportunity at the following forums:

o Medical Executive Committee meeting on 2/312011

o Strategic Management Committee on 2/3/20 II

o All Medical Staff Communication on 2/7/2011

o Medical Director Meeting on 2/8/20 II

Performance Improvement

• The Environment.Service Supervisors will conduct a weekly quality assurance check of the invasive procedure
rooms to ensure that the standards set forth in the "Invasive Procedure Cleaning-Room Procedure" is being met. The
supervisors will give feedback as required to the appropriate staff.

• The Environmental Service Educator will conduct monthly quality rounds with the Invasive-Procedure Room Nurse
Managers to ensure the standards set forth in the "Invasive Procedure Cleaning Room Procedure"are being met.

• The Environmental Service Supervisors will conduct monthly testing for verification of cleaning of high touch
frequency surfaces. The supervisors will give feedback as required to the appropriate staff.

• The Regulatory team lead by the Regulatory Director will conduct mock surveys for compliance with the "Invasive
Procedure Room Cleaning Procedure" with feedback for appropriate action at the Supervisor, Manager, Director
and Vice President level.

• The Environment of Care team led by the Safety Specialist conducts safety rounds of the environment every 6
months with feedback to Manager and Director Level.
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