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A complaint investigation was conducted January Q 000 PRC :

30, 2018 through February 2, 2018 to determine
the Ambulatory Surgery Center's (ASC)
compliance with the Federal Medicare Conditions
for Coverage for Ambulatory Surgery Centers.
The investigation resulted in the identification of
an immediate jeopardy to the safety of patients as
evidenced by a systematic failure to ensure
thorough, accurate pre-procedure verification
processes that allowed opportunities for wrong
site surgeries to occur.

Facility staff and physicians failed to effectively

implement the time-out policy prior to surgery,

creating an unsafe environment for surgical

patients, and resulting in wrong site / wrong
implant surgeries.

The facility administrator was notified on February
2, 2018 at 1440 of the identification of the
potential immediate jeopardy.

Based on the action plan submitted and the lack
of time for developing actions and monitoring
systems, the potential immediate jeopardy was
determined to be on-going.

Q 040 | GOVERNING BODY AND MANAGEMENT
CFR(s): 416.41

The ASC must have a governing body that
assumes full legal responsibility for determining,
implementing,and monitoring policies governing
the ASC's total operation. The governing body
has oversight and accountability for the quality
assessment and performance improvement
program, ensures that facility policies and
programs are administered so as to provide

1

Q 0402018 for the first time in 2018, reviewing 4'"

SCA as a corporation allows their facilities to |
adopt an SCA-available policy and alter to '~ 2112018
1fccommodate local processes. A policy was in .
‘place at that time, used by Blue Ridge Surgery I
Center named Surgical Procedures and Site
Validation Policy. 4
}This policy addressed the time-out process and “
the safety checklist for surgical procedure ‘

alidation. Changes to current policy included |
separating the Time-out process from the safe
isurgical checklist. Revisions to the Time-out ‘
policy include the addition of responsibilities of
{each member of the peri-operative teamand |
fznesthesia provider, with hands on a patient. An |
action plan was drafted to include the time-out
‘audits completed by members of the
management team and chosen
}anesthesiologists.

\

1Our processes will be further detailed in the plan
of corrections at each prefix tag.

2/1/2018

e Quality Council (QC) met on January 24, 1/24/2018
‘quarter 2017. Discussions in this meeting
]included quality activities, risk management
events, safety and life safety review and policy
ichanges to include the facility time-out policy.
Due to the lack of information available from 4™
lquarter 2017, this meeting included only known
information. This information included infection
ontrol, risk management, safety and facilities.
The DON reformulated the committee and
informed the membership of their responsibilities:
'going forward from January 24, 2018. On
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Any deficiency statemgendl!ng with an asterisk (*) denotes a deficiency which the institution may be excused from correcting providing it is determined that

other safeguards provide sufficient protection to the patients . (See instructions.) Except for nursing homes, the findings stated above are disclosable 90 days
following the date of survey whether or not a plan of correction is provided. For nursing homes, the above findings and plans of correction are disclosable 14
days following the date these documents are made available to the facility. If deficiencies are cited, an approved plan of correction is requisite to continued

program participation.
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Q040 ;February 13, 2018, the QC met a second time | 2/13/2018
Q 040 | Continued From page 1 for a special meeting, to review information that
quality health care in a safe environment, and yva: not a'vallable for present?tlon at the January
develops and maintains a disaster preparedness 24" meeting. On February 7%, 2018, there was
plan. an MEC meeting, where there was a discussion
:of the visit by the DHSR, and the most recent
draft of the time-out policy. The intent was to
This CONDITION is not met as evidenced by: review the policy, make necessary revisions to
Based on policy and procedure reviews, event the policy before rolling it out to the medical staff,
report reviews, ASC document reviews and staff i llied health staff and teammates of Blue Ridge
. and physician interviews the Governing Body Surgery Center. The policy was approved as
failed to provide oversight and accountability to t ritten with recommendation by the MEC for
ensure safe surgical services processes and governing body approval on 2/28/2018.
effective quality assessment and performance ‘
improvement (QAPI) programs and prioritization, Based on MEC discussions, a validation process
including trending and monitoring performance was drafted by the management team to be able 2/1/2018
improvement activities after adverse events. to track compliance and trend non-compliance.
o Every member of the above groups will receive a
! The findings include: : copy of the time-out policy, and attest to their
! ) ) ‘ understanding and willingness to abide by the |
1. Based on policy and procedure review, policy. The management team consists of the |
medical record review, and staff and physician CEO. DON. OR Manager, Pre-op/Recovery
interviews the ASC failed to ensure safe surgical ]wMana;ger and Medical Director. Their ‘
, services by failing to ensure thor_ough and ; responsibility is to audit compliance by active
accur:?\te pre-pr ocedure Yenﬁcatlon processes, [ lsurveillance during the time-out in rooms before |
including marking of the intended procedure site i | od from the time the patient enters th ‘
when indicated, in an manner that was 1 proc ur:s rom f? ‘lme‘ e p? 'e, N enters the |
unambiguously clear and accurately and foom to the time of injection or incision.
thf’r:’:‘ ghly completing thff time gu-:-ﬁro;:e.ldurel d Audit sheets were completed and collected daily,| Started
prior o every surgery periormed. This taflure 'e starting 2/5/18 with 50% of volumes. The DON  2/5/2018
to the opportunity for wrong site surgeries that the data f dit sh .t dthe |
resulted in wrong site / wrong implant surgeries. ggregates the 'a a ‘rom au ',? eets and the ‘
12 components identified as critical to the
~Cross refer to 416.42, Condition for Coverage: process in the room. Initial cor:tplignce with the |
Surgical Services itlme-.out policy must reach 90% with the 12 " Update for
"reqmred components. The number of audits . 31212018,
2. Based on Quality Improvement Plan review, done is based on 100% of case volumes for the continues for
Quality Improvement Committee Meeting minutes | day and compliance must remain in the 90% 30 days

review, Event Report and Root cause analysis
. review, and staff and physician interviews, the
| ASC failed to develop, implement and maintain

}

irange each day for one month. Less of volumes ;‘

audited than the targeted compliance with the 12§
components of the time-out, prompts immediate
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documentation of this coaching on audit sheets. !
Refer to sustainable goals on pgs. 27, 29, & 33.
: |
Q040 ' Contmued From pa'ge 2 : Q040 Once compliance is reached, in month one, the |
i an ongoing dgta-dnven quality assessment and target moves to 92% compliance with the 12 \ 4/1/2018
pelformgnce improvement program, mc]udmg ‘components, 50% of case volumes. Tracking of
developing thorough and consistent actions and | . . )
. compliance will be noted on common missed
responses to adverse patient events, and time-out rtunities. Trending of non-
evaluating and trending results to sustain ime o,u oppo. unities. .ren ing 0 '!°". . :
improvements and prevent future events over compllance. will be spgcnﬁc to.those lndl\!lduals SO
time. that education can be immediate and tailored
accordingly. If we fail to reach our goal within the |
~Cross refer to 416.43, Condition for Coverage: first month, the DON and ORC will re-educate the
Quality Assessment and Performance outliers. The anesthesiologist who is also the MD
Improvement will re-educate the anesthesia providers and
physicians that are outliers. This re-education will
Q 060 | SURGICAL SERVICES be documented. Staff meetings will be held
CFR(s): 416.42 monthly to review compliance progress and
discuss common faults encountered.
Surgical procedures must be performed in a safe o ) ) | 1/24/2018
manner by qualified physicians who have been Q060 The first revision of the time-out policy was
granted clinical privileges by the governing body fpproved by the QC on 1/24/2018 and
of the ASC in accordance with approved policies Jl'ecommended for approved by the MEC that met
and procedures of the ASC on February 7", 2018. The MEC has made
recommendation to the governing body for
This CONDITION is not met as evidenced by: approval at their meeting scheduled for February = Added
Based on policy and procedure review, medical 28, 2018. Per the time-out policy, the circulating | 3/1/2018
record review, and staff and physician interviews nurse prepares documents for physician review
the ASC failed to ensure safe surgica! services by and the circulating nurse initiates the process with
failing to ensure thorough and accurate 'pnysician verbal confirmation. .
pre-procedure verification processes, including | 21172018
marking of the intended procedure site when The change to the time-out process now requires |

indicated, in an manner that was unambiguously
clear and accurately and thoroughly completing
the time out procedure prior to every surgery
performed. This failure led to the opportunity for
wrong site surgeries that resulted in wrong site /
wrong implant surgeries.

The findings include:

| Based on policy review, medical record review,

!

‘a verbal confirmation by each member of the |
surgical team and a validation of an unambiguous'
]mark before and after prepping and draping and '
‘pn‘or to the incision. !

[The policy was altered to include site marking | o 18
iwith initials only, mark visible before and after | 120
prepplng and draping, implants requested, and 1

responsnbllmes of individuals of the surgical team |
|
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before, during and after the time-out.
Q 060 | Continued From page 3 Q 080
event report reviepwgan d staff and physician In addition to the requirements of the facility’s 2/1/2018
intervi ev?s facility staff failed to er:)s:re ALL time-out policy, a further required step includes
relevant members of the procedural team actively :::z:dtﬁ':?:::sc;:); :T:ekgg‘::?:;g::?;:e
communicated and participated during the "Time S .
Out" process for 3 of 3 wrong site / wrong implant pencil until the final time-out has been performed
surgical procedures (#2, 3, 5) and failed to ensure §uccessfully.
the intended procedure site was marked in a '
manner that was unambiguously clear for 2 of 3
procedures (#2, 5).
~Cross refer to 416.42, Standard Level Tag for
Condition for Coverage Surgical Services,
Q-0064 J “
Q 064 STANDARD LEVEL TAG FOR SURGICAL Q 064 5CA as a corporation allows their facilities to 21112018
SERVICES adopt an SCA-available policy and alter to !
CFR(s): 416.42 ccommodate local processes. A policy was in |
. , . place at that time, used by Blue Ridge Surgery .
Surgical procedures must be performed in a safe Center named Surgical Procedures and Site
manner by qualified physicians who have been ‘Vali dation Poli
granted clinical privileges by the governing body L cy:
of Lhe Ai::d in acctf);gal:lt\cg Cwuth approved policies This policy addressed the time-out process and | 2/1/2018
and procedures of the ) the safety checklist for surgical procedure
. . . alidation. Changes to current policy included
This STANDARD is not met as evidenced by: ‘V . :
. . - . eparating the Time-out process from the safe
Based on policy review, megml record review, zu?gical ciecklist Revisigns to the Time-out
event report review and staff and physician o SN, i
interviews, facility staff failed to ensure ALL policy include the addmc?n of res.ponSIbllltles of
relevant members of the procedural team actively ach member of the peri-operative team and
communicated and participated during the "Time nesthesia provider, with hands on a patient.
Out" process for 3 of 3 wrong site / wrong implant th i s al ltered to include site |
surgical procedures (#2, 3, 5) and failed to ensure ; € policy was aiso altered 1o include 2/1/2018
the intended procedure site was marked in a 'marklng with initials only, mark visible before and
manner that was unambiguously clear for 2 of 3 after prepping and draping, and responsibilities
| procedures (#2, 5). of individuals Qf the surgical team before, during
[and after the time-out.
The findings include: :
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guidelines....promote patient care and safety by
verifying the correct patient, operative procedure,
surgical site and, as applicable, correct
implant....Policy Statement: Each facility is
responsible for implementing standard procedure
to address the following....2. Unambiguous
identification of the intended site of incision or
insertion. 3. Ensure final verification (TIME OUT)
of the correct patient, procedure, site, and as
applicable, implants is
conducted....PROCEDURE FOR SITE
MARKING....At a minimum, sites are marked
when there is more than one possible location
from the procedure and when performing the
procedure in a different location would have a
negative impact on the patient...The procedure is
marked before the procedure and if possible, with
the patient involved....The procedure site is
marked by the licensed independent practitioner
(LIP) ultimately accountable for the procedure
who will be present when the procedure is
performed. In limited circumstances, the LIP may
delegate site marking to an individual permitted to
participate in the procedure, who will be present
during the procedure....The mark is made at or
near the procedure or incision site with a marker
that is sufficiently permanent and positioned to be
visible after the patient has his or her skin
prepped, is in his or her final position and
draped....PROCEDURE FOR TIME OUTA. A
standardized "TIME OUT" occurs: 1. Prior to any
regional block....to verify correct patient,
procedure and site ....2. The final "TIME QUT"
occurs IMMEDIATELY prior to incision or
procedure start....D. The "TIME OUT" involves all
the immediate members of the procedure

‘recommendation to the governing body for
approval at their meeting scheduled for February

8, 2018. The change to the time-out process
now requires a verbal confirmation by each
member of the surgical team and a validation of |
an unambiguous mark before and after prepping
and draping and prior to the incision.

The policy was altered to include site marking
with initials only, mark visible before and after
1prepping and draping, implants requested, and
{responsibilities of individuals of the surgical team
before, during and after the time-out.

|
he policy regarding time-out for procedures
includes new information on who may mark the
site. Blue Ridge Surgery Center allows only the
physician performing the procedure to mark the
ite in pre-op or just before the procedure
incision. The inclusion of practitioners under the
title of LIP in most institutions includes
]physicians and allied health practitioners. Blue
‘Ridge Surgery Center no longer uses the term
LIP in the time-out policy nor does the policy
lallow allied health practitioner to mark.
Physicians of the center agreed that PA’s will not
place a tourniquet on an operative extremity. Our
time-out policy will be revised with this language !
Tror presentation at the next QC, MEC, and GB.

‘Once the patient is in the OR/procedure room,

the team is identified, and the circulating nurse
}initiates the time-out and physician confirms. All
members of the surgery/procedure team must

istate their role and their responsibility to the
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Q 064 | Continued From page 4 Q 064 The first revision of the time-out policy was
"Surgical Procedures and Site Validation Policy", approved bdye:?? QCon 1/2::,20:'18 a“;;g C that t‘ 112412018
dated 03/15/2017 revealed "...The purpose of this recgmmen 7 °£ ()a:apr_t;\'l‘e Mé : at met
policy is to establish consistent on February 7%, 2018. The MEC has made

- 21172018

i 2M1/2018

L 2172018

FORM CMS-2567(02-99) Previous Versions Obsolete

Event ID: S4X111

Facility ID: 922977

If continuation sheet Page § of 36




DEPARTMENT OF HEALTH AND HUMAN SERVICES

PRINTED: 02/15/2018

FORM APPROVED
CENTERS FOR MEDICARE & MEDICAID SERVICES OMB NO. 0938-0391
STATEMENT OF DEFICIENCIES (X1) PROVIDER/SUPPLIER/CLIA (X2) MULTIPLE CONSTRUCTION (X3) DATE SURVEY
AND PLAN OF CORRECTION IDENTIFICATION NUMBER: A BULDING COMPLETED
C
34C0001017 B. WING 02/02/2018
NAME OF PROVIDER OR SUPPLIER STREET ADDRESS, CITY, STATE, ZIP CODE
HEALTHSOUTH BLUE RIDGE SURGERY 2308 WESVILL COURT
RALEIGH, NC 27607
(X4) 1D SUMMARY STATEMENT OF DEFICIENCIES D PROVIDER'S PLAN OF CORRECTION (EACH x5)
PREFIX | (EACH DEFICIENCY MUST BE PRECEDED BY FULL PREFIX CORRECTIVE ACTION SHOULD BE CROSS- COMPLETION
TAG | REGULATORY OR LSC IDENTIFYING INFORMATION) TAG REFERENCED TO THE APPROPRIATE ; DATE
| . DEFICIENCY) |
|
! Con't from i
Q064 Continued From page 5 | pg5 readiness of the procedure. i
* team....The individual performing the | Following the above confirmations, the team is ’
. procedure....The anesthesia provider....The ! required to verbally agree. If errors, questions, | 2/1/2018
| circulating nurse....The operating room I Q 064 dlscrepanues or there are areas found out of |
technician....All other active participants who will , compllance with the time-out process, an
be participating in the procedure at its start . E. [ 1mmed|ate stop and call to management is
. The time out verifies at a minimum....The = made The instrument for initial incision (bovie tip
paﬁent‘s correct idenUtY._NCOHﬁrming that the Ol’ knlfe blade) IS pfepared and the procedure
marking has occurred on the correct side and beglns
site....Agreement on the procedure to be i . :
L Additionally, the mark must be clear before and i.
_ performed...: F. AI! activities are ss..nspend'ed to the | after prepping and draping and the physician | 21112018
| degree possible without endangering patient must be present for the final time-out just prior to'
| safety so that all pertinent members of the team the incision. The DON maintains time-out audit
are attentive to the active confirmation of the ; sheets used to track compliance and trend areas;
! critical elements of the time out. G. All team 5 where problems occurred, or individuals fall out
| members are involved with interactive verbal | of compliance with the policy.
! communication and have the ability to express : .
i concern regarding the procedure verification.. If | ‘” the procedure requires a block by the
there is a conflict or discrepancy among OR team | anesthesia provider, the process is as follows: | 2/1/2018

during the "TIME OUT", the procedure
progression will hait and the OR [Operating
Room] team will collectively review all the

| relevant documentation and images as applicable
' to reach consensus regarding the discrepancy.

| 1. Medical record review of Patient #5, on
! 01/31/2018, revealed a 19 year old who arrived to
the ASC [Ambulatory Surgery Center]

| Review of the History and Physical, exam date
, revealed _

" Review of the
lnformed Consent revealed the Proposed
' Procedure was "

. Review revealed the

Anesthesiologist and anesthetists will identify the|
patlent by name and date of birth, and compare
to the armband, consent and H & P. The site of
the block is identified and marked with the |nmals
\°f the anesthesia provider performing the block. l
If this provider is called away for any reason, the
time-out for the block is started over.

?Documentation to review for a correct consent !
1includes the H&P and physician orders. The Pre-
op RN and circulating nurse are required to
review this documentation by the physician. The !
fsurgical team has a responsibility to identify the
patient when entering the room, where a
discussion occurs that includes a validation of
the patient, procedure, side, and site. A child is
verbally introduced to the technician in the room
by the circulating nurse.

Versions Obsoll
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n: ‘orm was signed by Patient #5 on
i at 1145. Record review revealed a
F Procedure Note, signed

t 1236, whi e procedure
wasa' Record
review revealed "Safe Surgical Checklist”, dated

Review revealed a section labeled "Before
Incision" and checks made beside each of the
following: "...Confirm procedure, site,

i side...Confirm consent....Confirm site mark is

. visible... ." Anesthesia Record review, dated
revealed the patient was identified
and the chart reviewed. R revealed

esia was started at and ended at
Further review revealed the Procedure was
handwritten as left [with the word | ed out

! right written above it
other handwritten note stated

Review of the Operating Room Record,
ed the surgery began at

and ended at Review revealed a time
out at 1425 and revealed the site was verified
with a check mark beside the word * '
Further review of the Operating Room Record
revealed the Pre Op Diagnosis was handwritten
as"

, along with the

handwritten note ‘S’ The

operation was written on the form as

the word fJJjJj crossed out and

handwritten under it] ...([initials)
incorrect entry).” Review of the Operative Report,
dated ﬂat 1451, revealed

".. DESCRIPTION OF PROCEDURE

with all sections checked and initialed.

STATEMENT OF DEFICIENCIES (X1) PROVIDER/SUPPLIER/CLIA (X2) MULTIPLE CONSTRUCTION (X3) DATE SURVEY
AND PLAN OF CORRECTION IDENTIFICATION NUMBER: A BUILDING COMPLETED
C
34C0001017 B. WING 02/02/2018
NAME OF PROVIDER OR SUPPLIER STREET ADDRESS, CITY, STATE, ZIP CODE
HEALTHSOUTH BLUE RIDGE SURGERY 2308 WESVILL COURT
RALEIGH, NC 27607
x4 | SUMMARY STATEMENT OF DEFICIENCIES ID PROVIDER'S PLAN OF CORRECTION (EACH x5
PREFIX ‘ (EACH DEFICIENCY MUST BE PRECEDED BY FULL PREFIX CORRECTIVE ACTION SHOULD BE CROSS- COMPLETION
TAG REGULATORY OR LSC IDENTIFYING INFORMATION) TAG | REFERENCED TO THE APPROPRIATE OWTE
» - DEFICIENCY)
1 |
: !
, .
Q 084 | Continued From page 6 Q 064 [The first revision of the time-out policy was
approved by the QC on 1/24/2018 and | 1/24/2018

recommended for approved by the MEC that met
on February 7%, 2018. The MEC has made
recommendation to the governing body for
approval at their meeting scheduled for February|
28, 2018. The change to the time-out process
now requires a verbal confirmation by each
member of the surgical team and a validation of |
an unambiguous mark before and after prepping | |
and draping and prior to the incision.

The policy was altered to include site marking
with initials only, mark visible before and after
prepping and draping, implants requested, and
responsibilities of individuals of the surgical team
before, during and after the time-out.

|

The policy regarding time-out for procedures
includes new information on who may mark the
:site. Blue Ridge Surgery Center allows only the
physician performing the procedure to mark the |
;site in pre-op or just before the procedure
incision. The inclusion of practitioners under the
title of LIP in most institutions includes
physicians and allied health practitioners. Blue
Ridge Surgery Center no longer uses the term
LIP in the time-out policy nor does the policy
allow allied health practitioner to mark.
Physicians of the center agreed that PA's will not
fplaoe a tourniquet on an operative extremity. Our,
time-out policy will be revised with this language

ifor presentation at the next QC, MEC, and GB.

!Additionall% the mark must be clear before and |

}aﬂer prepping and draping and the physician | 2172018
must be present for the final time-out just prior to|

the incision. The DON maintains time-out audit

sheets used to track compliance and trend areas

| 2/1/2018

2/1/2018

FORM CMS-2567(02-99) Previous Versions Obsolete

Event ID: S4X111

Facility 1D: 922977

If continuation sheet Page 7 of 36




DEPARTMENT OF HEALTH AND HUMAN SERVICES

PRINTED: 02/15/2018

FORM APPROVED
CENTERS FOR MEDICARE & MEDICAID SERVICES OMB NO. 0938-0391
STATEMENT OF DEFICIENCIES (X1) PROVIDER/SUPPLIER/CLIA (X2) MULTIPLE CONSTRUCTION (X3) DATE SURVEY
AND PLAN OF CORRECTION IDENTIFICATION NUMBER: A BUILDING COMPLETED
C
34C0001017 B. WING 02/02/2018
NAME OF PROVIDER OR SUPPLIER STREET ADDRESS, CITY, STATE, ZIP CODE
2308 WESVILL COURT
HEALTHSOUTH BLUE RIDGE SURGERY
RALEIGH, NC 27607
(X4) ID SUMMARY STATEMENT OF DEFICIENCIES | ID PROVIDER'S PLAN OF CORRECTION (EACH x5)
PREFIX | (EACH DEFICIENCY MUST BE PRECEDED BY FULL | PREFIX CORRECTIVE ACTION SHOULD BE CROSS- COMPLETION
TAG REGULATORY OR LSC IDENTIFYING INFORMATION) | TAG REFERENCED TO THE APPROPRIATE DATE
DEFICIENCY)
i | Con't from | o
Q 084 | Continued From page 7 | . where problems occurred, or individuals fall out
page of compliance with the policy.
. ! The revised time-out policy allows only the
Further | ' cy
. . : n to mark the in ite. PA’s ar
review of the Operative Report revealed an Qos4 Surgeo ark the intended site. PA’s are not

additional note, no date or time, that stated

' Review of Event Summary, date

FORM CMS-2567(02-99) Previous Versions Obsolete

to apply tourniquets on extremities. On February, 2/7/2018
7th, 2018, the MEC approved this process and

the policy will be sent to the governing body for |

final approval on February 28, 2018. The

surgical team has a responsibility to identify the !

patient when entering the room, where a i
discussion occurs that includes a validation of

the patient, procedure, side, and site. A child is

yemally introduced to the technician in the room

by the circulating nurse.

|

!AII included in the surgical team are require to
state their name, role, and responsibility to their
part of the procedure preparation. The knife
handle and bovie tip are not placed until the
time-out is complete and accurately performed.
At no time will anyone in the room be allowed to
focus on anything else in the room during the
time-out validation. The only event that may shift
;attention is an urgent issue related to anesthesia
caring for the patient. Once the event has
resolved, the time-out would restart from the
beginning.

\
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..." Review did not reveal a listing of
planned action items or risk reduction strategies.

Staff interview with RN #3, on 01/31/2018 at
1115, revealed he was the Operating Room RN
during Patient #5's surgery. Interview revealed
the OR was set up for a |t RN #3 stated
he was not sure how it happened. When Patient
#5 came into the OR, RN #3 stated, the "post"
[used during surgery] was placed on the right side
which “may have confuse A. The PA placed
the tourniquet on the ﬁghtﬁnd the OR team
prepped and draped the right Jijinterview
revealed when the surgeon came into the OR, the
surgeon questioned the room set up and RN #3,
thinking he had set the room up incorrectly, then
moved the equipment so it was set up for the
right [l iInterview revealed the site mark was
higher up and was not visible after Patient #5 was
draped. Further interview revealed it was a very
busy day and speed seemed to be a priority.
Interview revealed RN #3 did not recall if during

the time ou e specifically stated the site
was the le RN # 3 stated in some cases,

The policy regarding time-out for procedures
'includes new information on who may mark the
site. Blue Ridge Surgery Center allows only the
‘physician performing the procedure to mark the
site in pre-op or just before the procedure
incision. The inclusion of practitioners under the
title of LIP in most institutions includes ‘
physicians and allied health practitioners. Blue
fRidge Surgery Center no longer uses the term
;LIP in the time-out policy nor does the policy
allow allied health practitioner to mark.
Physicians of the center agreed that PA’s will not
place a tourniquet on an operative extremity. Our
time-out policy will be revised with this language

:for presentation at the next QC, MEC, and GB.

The policy was altered to include site marking
with initials only, mark visible before and after
|prepping and draping, implants requested, and
"responsibilities of individuals of the surgical team
‘before, during and after the time-out.

|
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|

before this event, they were just "going through
the motions" during the time out procedure.

Interview with CRNA #1 on 01/31/2018 at 1215
revealed she was the Anesthetist in Patient #5's
wrong site surgery. Interview revealed when
patients come into the OR, the CRNA usually
double checked the OR schedule for the
procedure, looked at the consent, and asked
about the site mark. With this case, CRNA #1
stated, those things did not happen and the
mistake the CRNA made was not stopping and
saying "wait we need to do this." Interview
revealed there were many cases that day and
there could be "production pressure”. Interview
revealed CRNA#1 could not really hear the time
out and the "mistake was not saying that."
Further, in this case, interview revealed, the
surgeon came into the OR and said the case was
set up backwards. The RN, thinking a mistake
had been made in set up, moved the equipment.
Interview revealed that the error was discovered
in PACU. CRNA #1 stated "I've learned a lot" and
stated time outs were now taken very seriously.
Further interview revealed that prior to the event,
some surgeons during the time out "would not
listen”, but that had improved after the event with
all but a couple of surgeons who think "its never
going to happen to me."

Telephone interview, on 02/01/2018 at 0925,
revealed MD esthesiologist who
performed thwon Patient #5.
Interview revealed MD #3 verified: the correct
surgical site with the medical record, with the
patient, performed a time out, and did the-in
the lef Interview revealed MD #3 did not go

into the OR with the patient, but instead handed
the patient off to another anesthesiologist. MD #3

by the QC on 1/24/2018 and approved by the | 1/24/2018
MEC on February 7%, 2018 for recommendation '

o the governing body. The change to the time- |
out process now requires a verbal confirmation
iby each member of the surgical team and a
validation of an unambiguous mark before and

fter prepping and draping and prior to the

incision.

"The policy was altered to include site marking 2/1/2018
with initials only, mark visible before and after
prepping and draping, implants requested, and
responsibilities of individuals of the surgical team
before, during and after the time-out.

The policy regarding time-out for procedures . 211/2018
includes new information on who may mark the
‘site. Blue Ridge Surgery Center allows only the
physician performing the procedure to mark the °
site in pre-op or just before the procedure
‘incision. The inclusion of practitioners under the
title of LIP in most institutions includes '
physicians and allied health practitioners. Blue
‘Ridge Surgery Center no longer uses the term
LIP in the time-out policy nor does the policy
allow allied health practitioner to mark.
Physicians of the center agreed that PA's will not‘é
place a tourniquet on an operative extremity. Our
|time-out policy will be revised with this language
for presentation at the next QC, MEC, and GB.

| 2172018
Additionally, the mark must be clear before and |
'after prepping and draping and the physician
must be present for the final time-out just prior to
the incision. Time -out audit sheets are used to
itrack compliance and trend areas where
problems occurred, or individuals fali out of

'compliance with the policy.

l |
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stated that her process during handoff was to
state the correct site, the exact surgery, and the
block.
Telephone interview, on 02/01/2018 at 1230,
revealed MD #2 performed surgery on Patient #5. The revised time-out policy allows only the 2/1/2018
Interview revealed there were numerous cases surgeon to mark the intended site. PA’s are not
done that day and when the MD #2 came into the to apply tourniquets on extremities. On February
OR the case had already been set up and the 7', 2018, the MEC approved this process and

extremity prepped and draped. Interview revealed
MD #2 could not recall who marked the site, but it
was either himself or PA #1. Interview revealed a
Time Out was not done and revealed MD #2
depended on the nurse to initiate it. Interview
revealed a Time Out should be done and
everyone should stop, read out loud, and verify
the surgical site. Interview revealed MD #2 did not
see the site mark and did not uncover the patient
to see it. Interview revealed that now, the site
mark should be visible before and after draping
and everyone stops and participates in the time
out. MD #2 stated he learned of the error when
Patient #5 was in the PACU and immediately
went out to the waiting room and saw the family.

Telephone interview, on 02/01/2018 at 12586, with
PA #1 revealed he saw Patient #5 in the
pre-operative area, signed off the history and
physical, confirmed the surgical site, marked the
left side, and then continued on to the next
patient. PA #1 stated he went into the OR after
Patient #5 was already sedated. Interview
revealed there was a post on the right side of the
OR table. PA #1 said the post should be placed
on the operative side and is used as an aide in
surgery, and he placed the tourniquet on the right
knee, the same side as the post. Interview
revealed PA #1 did not recall a time out and
stated he normally was not in the room for the

the policy will be sent to the governing body for
r“nnal approval on February 28, 2018. The
surgical team has a responsibility to identify the !
patient when entering the room, where a |
discussion occurs that includes a validation of
the patient, procedure, side, and site. A child is
verbally introduced to the technician in the room !
by the circulating nurse.

All included in the surgical team are require to
!state their name, role, and responsibility to their |
part of the procedure preparation. The knife
handle and bovie tip are not placed until the
ime-out is complete and accurately performed.
t no time will anyone in the room be allowed to |
focus on anything else in the room during the ‘
tIime—out validation. The only event that may shift!
ttention is an urgent issue related to anesthesia
caring for the patient. Once the event has
;resolved, the time-out would restart from the

‘beginning. ]

2/1/2018
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Q064 | Continued From page 11

time out, that he applied the tourniquet and then
left the room to go attend to the next patient.
Interview revealed since the incident, PA#1 has
noted that people are more attentive and diligent
in the time out. Further interview revealed there
has been discussion on the proper processes,
but not formal education.

2. Medical Record review on 01/31/2018 for
Patient #3 revealed a Jjij year old who had a
| with
o Record review revealed an Eye
Safe Procedure Checklist. Review of the Section
labeled "Before Procedure” revealed a
checkmark beside the words "Confirm implants
(including manufacturer, model # [number],
diopter h and expiration date).”
Anesthesia Record review noted that surgery

| beganat 0812 and e . Operative
| Report review, date: aleft

one under monitored anesthesia care and
‘ revealed Patient #3 had no complications.

' Review of the OR Record reve
{ Impla

nt sti hich showed
‘ date o

| Review of Event Reports revealed an expired
s implanted into Patient #3'5*on

Review of the RCA Form, dated
revealed " ..

expiration

Review revealed the staff in the room said they
failed to look at the expiration date because the
patient was moving around and they were
focused on the patient. Review revealed the
surgeon also did not look at the expiration date,
just th size. Review revealed " ...our

. checkpoints were followed but staff did not pay

Q 064 ]T he time-out palicy includes a validation of any

and all implants as part of the process. f 2/20/2018
ISpeciﬁc to ophthalmology implants, the lens
must be visually and verbally identified and
validated according to the facility’s Lens
Verification Policy.

2/20/2018

Implant information must be verified according to
policy to include the following: Vendor, implant
type, implant size, and implant expiration date.
At no time will anyone on the surgical team be
allowed distractions during this validation and
time-out process. Once the implant is confirmed,
the implant will be placed on the back table for
&he tech to prepare. The implant will be verified
by the circulating nurse, the physician, and the
technician in the room. This implant will also be |
[klalidated by any order and/or documentation
from the physician’s office, such as their H&P.
|

iThe time-out palicy includes a validation of any

| 22012018
and all implants as part of the process. |

iSpeciﬁc to ophthalmology implants, the-
[must be visually and verbally identified and
;validated according to the facility’s .
Verification Policy. The ORC collects these 5
validation documents to review and ensure
accuracy on a daily basis and continuous
compliance.

Versions Obsol
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attention to detail. They were more focused on the
sizes and not the experation (sic) dates. This
particula as checked by 7 people on our
. staff roster .... Staff failed to call out or check the
{ implant date and the implant was expired. ..."
Further review revealed three nurses checked the
the day before but failed to note the

implan
| expiration date. Review revealed the purchaser

| did not see the e ion date when checking
and putting in the orders. Further review of
| the RCA revealed three action items. The first

The third action item was to

. Further review

actvon items, including data collection, analysis, or
i ! trending.

Interview with NM #2, on 02/01/2018 at 1335

i revealed there was no current written policy and

' procedure for theljJ verification process and

| NM #2 would be writing it. Interview revealed

| mandatory education with a mock time out was

! done on 01/16/2018. Interview revealed staff
from the OR, PreOp, and Central Sterile
attended. Interview revealed time out audits
' began after the-ncident and involved
staff witnessing time outs. Interview revealed NM

| #2 gave the audits to administration.

Staff interview, on 01/30/2017 at 1505 revealed

Implant information must be verified according to| 2/1/2018
pohcy to include the following: Vendor, implant
type implant size, and implant expiration date.
At no time will anyone on the surgical team be
Eallowed distractions during this validation and
time-out process. Once the implant is confirmed,
the implant will be placed on the back table for
the tech to prepare. The implant will be verified
by the circulating nurse, the physician, and the
technician in the room. This implant will also be
validated by any order and/or documentation
from the physician’s office, such as their H&P.

f\ review of the lens verification process was |
lmtlated by the management team immediately

followmg the outdated lens procedure that
occurred on . The - placed
expired

%Management review of the process on lens i
insertion found the need for a policy.

Jhere was not a process for lens verification in
lace at the time the wrong diopter was placed in
hThe new ORC nurse created a |
Nenﬁcat:on form that included steps to ensure
the correct diopter was placed. Following the
‘lmplantatlon of the expired lens, the ORC
formalized the process to include an emphasis |
on the expiration date. A Verification Policy
yvas drafted in February 2018, following the
DHSR inspection. This poli its MEC ;
approval. Amendment: the Verification I 2/28/2018
‘Pollcy was approved for recommendation by 10 |
of 11 members of the MEC on 2/28/2018 with
the 11" approving on 3/1/2018. The GB ‘Amendment
approved the recommendation of the
Verification Policy on 3/1/2018.

|
|

- 2/1/2018

| 3/1/2018
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with upcoming expiration dates and stated that
four to six staff members review the expiration
dates now.

Interview on 02/01/2018 at 1545 with AS # 1
revealed the [JJlltand down did not occur
because the presenter could not attend. Interview
revealed the stand down education was done by

i facility staff on 01/16/2018.

3. Medical record review on 01/31/2018 of Patient
#2 revealed a 9 year old who arrived to the facility

Review of
the consent revealed "Proposed Procedure:

" Further revie
revealed the consent was signed for an_
" by Patient #2's [ and
witnessed by the nurse onjj:t 1300.
Review revealed the anesthesia consent was

| signed by Patient #2's and witnessed by
i the nurse on t 1300. Review of the
history and ihﬁical dated (N and

updated o by MD #1 revealed "
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ST #2 [Surgical Technologist] was in the Q 064 Implant ||j|format|on must b.e v'enﬂed acc?ordlng to| 2/1/2018
Operating Room for Patient #3's surgery. ‘pollcy‘ to mclud.e the foll'owmg. Venfior: implant
Interview revealed they were focused on the type, implant size, and implant expiration date.
patient and trying to keep the patient calm. ST #2 At no time will anyone on the surgical team be
stated the circulating RN handed off thelllland allowed distractions during this validation and
they were supposed to check the expiration date, ime-out process. Once the implant is confimmed,
but ST #2 stated it was not done. Interview the implant will be placed on the back table for
revealed the OR circulating RN and ST #2 lthe tech to prepare. The implant will be verified
remained focused on the patient. Interview by the circulating nurse, the physician, and the
revealed staff did not follow the portion of the time technician in the room. This implant will also be ‘
. out process related to checking expiration dates validated by any order and/or documentation '
and confirmed an expire was implanted. from the physician’s office, such as their H&P. |
Further interview revealed there had been !
changes in the storage area to identi ‘A review of the-veriﬁcation process was . 2/1/2018

initiated by the management team immediately ‘

|

Documentation to review for a correct consent |

iincludes the H&P and physician orders. The Pre-; 2/1/2018
op RN and circulating nurse are required to |

review this documentation by the physician. The 1

+surgical team has a responsibility to identify the |

patient when entering the room, where a ‘
discussion occurs that includes a validation of

the patient, procedure, side, and site. A chiid is

verbally introduced to the technician in the room

by the circulating nurse. \

|
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Note to
Provider ' Review of the

“Anesthesia Record" date

" Review revealed check marks under
“Pt [patient] Identified, Chart Reviewed " iew
revealed esthesia was started at and
ended a Review of the "Operating Room
Record" revealed a time out was performed at
1413. Review revealed under site verified other

i was checked and oral was written. Review of the
| “Safe Surgical Checklist" not dated or timed

M" Further review revealed

I check marks under the following: " ... Time Out

l ...Confirm patient identify, confirm procedure,

| site, side, Confirm consent, Confirm site mark is
i visible." Review of an "Attending Note" revealed

" Review of the nursing notes
by RN #1 from PACU revealed " ...

i ldentified, Chart Reviewed." Review revealed the
| anesthesia started a and ended at
Review failed to reveal a "Safe Surgical

| Checklist." Review of the "Operating Room
Record" revealed the time out was done at 1532.

of the second "Anesthesia Record" dated
" Review revealed check marks under
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‘ ! 2/1/2018

Documentation to review for a correct consent
includes the H&P and physician orders. The Pre-|
op RN and circulating nurse are required to
freview this documentation by the physician. The |
surgical team has a responsibility to identify the
patient when entering the room, where a i
discussion occurs that includes a validation of
the patient, procedure, side, and site. A childis |
verbally introduced to the technician in the room |
by the circulating nurse. '

2/1/2018

‘All included in the surgical team are require to
state their name, role, and responsibility to their |
part of the procedure preparation. The knife
fhandle and bovie tip are not placed until the
time-out is complete and accurately performed.
| 2/1/2018

f\t no time will anyone in the room be allowed to
focus on anything else during the time-out
ivalidation. The only event that may shift attention
is an urgent issue related to anesthesia caring |
for the patient. Once the event has resolved, the |
time-out would restart from the beginning.
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Q 084 | Continued From page 15

‘ Further review revealed under site verified other
| was checked and oral was written. Review of the
nursing notes by RN #1 revealed " ..

i Review of t
revealed"...

’ Review of an Event Report dated at
1600 by ST #1 revealed wrong procedure was
checked. Review revealed "

Interview on 02/01/2018 at 1145 with ST #1
revealed she was present during both of Patient
#2's surgeries 0 . Interview revealed
during the initial surgery's time out all present
staff did not stop and listen, "staff were still
talking." Interview revealed ST #1 questioned
MD #1 during the wrong site surgery but MD#1
did not stop . Interview revealed ST #1 would

|
|
|
i

Q064 The revised time-out policy allows only the

surgeon to mark the intended site. PA’s are not | 2/7/2018
fo apply tourniquets on extremities. On February |

7%, 2018, the MEC approved this process and

)he policy will be sent to the governing body for

final approval on February 28, 2018. The

surgical team has a responsibility to identify the

patient when entering the room, where a

fjiscussion occurs that includes a validation of

the patient, procedure, side, and site. A child is

iverbally introduced to the technician in the room

by the circulating nurse.

2/1/2018

‘All included in the surgical team are require to
state their name, role, and responsibility to their
part of the procedure preparation. The knife
handle and bovie tip are not placed until the

time-out is complete and accurately performed.
‘ 2/1/2018

‘,t\t no time will anyone in the room be allowed to |
focus on anything else during the time-out '
validation. The only event that may shift attention
is an urgent issue related to anesthesia caring |
or the patient. Once the event has resolved, the
time-out would restart from the beginning. ;
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4 [The revised time-out policy allows only the 2/7/2018

| have felt more comfortable stopping MD #1 if she
had been more confident about the type of
surgery.

Interview on 02/01/2018 at 0900 with MD #1
revealed this was his first wrong site surgery in 33
years of being a surgeon. Interview revealed

Patient #2 was set- and
| scheduled for an

Interview revealed Patient #2 had a
| but also . Interview

was performed initially on Patient #2 which was
| wrong site surgery. Interview revealed MD #1
“ st ! as a perfect storm of distractions”
| of Interview revealed the day prior
| to D #1 saw a patient in his office

similar to Patient #2's age that needed a-

_ Interview revealed before Patient

| #2's surgery in the OR area "Reps

! (representatives) were trying to sell me a
product.” Interview revealed the time-out was
"quick and | hardly listened to it." Interview
revealed the surgical technician was "new and did
not have the confiden me." Interview

| revealed m was performed
initially and Patient #2 was taken to PACU.
Interview revealed NM #1 called MD #1 and

| explained the wrong site surgery had been

| performed. MD #1 stated when he found out he

| performed a wrong site surgery he "was

| shocked." Interview revealed "l wished my
teammates had stopped me." Interview revealed

| he explained to Patient #2 and he the

| wrong site surgery and it was agreed Patient #2

| would go back to the OR to have the correct

. procedure. Interview revealed Patient #2 had an
IR . i<charged home

; with_ Interview revealed after the

surgeon to mark the intended site. PA’s are not
to apply tourniquets on extremities. On February |
7', 2018, the MEC approved this process and
the policy will be sent to the governing body for
final approval on February 28, 2018. The
surgical team has a responsibility to identify the

atient when entering the room, where a
discussion occurs that includes a validation of
the patient, procedure, side, and site. A child is

erbally introduced to the technician in the room
by the circulating nurse.

All included in the surgical team are require to 2/1/2018
tate their name, role, and responsibility to their
art of the procedure preparation. The knife
handle and bovie tip are not placed until the
ime-out is complete and accurately performed. |
2/1/2018

‘ t no time will anyone in the room be allowed to
Q)cus on anything else during the time-out
validation. The only event that may shift attention
ts an urgent issue related to anesthesia caring |
for the patient. Once the event has resolved, the
time-out would restart from the beginning.
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Q 064 | Continued From page 17 Q0564 e revised fi iy all wth 8
incident MD #1 changed the terminology on his e revised time-out policy allows only the 271201

Furgeon to mark the intended site. PA's are not
to apply tourniquets on extremities. On February
7', 2018, the MEC approved this process and

operation schedule. The term frenulum was only
used if talking about the tongue and upper lip
release was used for an upper lip frenuloplasty.

Interview revealed this terminology change was the policy will be sent to the governing body for
only for his surgery schedule, it was not a facility F‘"a' approval on February 28, 2018. The
change. surgical team has a responsibility to identify the .
patient when entering the room, where a
interview on 01/31/2018 at 1010 with RN #1 discussion occurs that includes a validation of
revealed she was the PACU nurse for Patient #2. lthe patient, procedure, side, and site. A child is .
Interview revealed RN #1 checke t surgery 1 erbally introduced to the technician in the room |

was posted for Patient #2 prior to rrival in by the circulating nurse. ‘

the PA terview revealed an [N
as posted for Patient #2. RN #1 ‘ ‘
received report from the RN #2 and both looked ‘

at Patient #2's surgical site. Interview revealed 4
RN #1 stated when looking at Patient #2's ‘
surgical site "l realized it was different then what :
i iew revealed Patient #2 had a ‘

performed but an- !

was posted. Interview revealed RN ‘

#1 called NM #1, who called MD #1. Interview |
revealed MD #1 took responsibility for the wrong “
site and discussed it with Patient #2 and il i
I \nterview revealed Patient #2 went back
to the OR to have the correct procedure, an |

All included in the surgical team are requireto | 2/1/2018
state their name, role, and responsibility to their 1

part of the procedure preparation. The knife

:handle and bovie tip are not placed until the ‘

time-out is complete and accurately performed. ‘

Interview on 01/31/2018 at 1035 with RN #2
revealed she was the operating room nurse for
Patient #2. Interview revealed a time out was
done anytime the surgeon was going to do
anything invasive. Interview revealed when a
time out was performed RN #2 had the chart
open to verify the consent. Interview revealed
during a time out the surgeon stated the
procedure and the nurse verified the procedure
matched the consent, and that the consent was
signed. Interview revealed RN #2 stated

At no time will anyone in the room be allowed to . 21172018
focus on anything else during the time-out ‘
,Llalidation. The only event that may shift attention,
|Is an urgent issue related to anesthesia caring |
‘for the patient. Once the event has resolved, the :

time-out would restart from the beginning. “
!
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Q 064

Continued From page 18

protocols were followed during this surgery, but
the time-out was "quick.” Interview revealed MD
#1 stated an || G uring the
initial surgery time-out. Interview revealed RN #2
did not see Patient #2's mouth during the surgery
because MD #1, ST #1, and CRNA#2 were all '
around Patient #2. Interview revealed when RN
#2 took Patient #2 to PACU she checked the
surgical site with RN #1 and saw there was no
evidence of an Interview
revealed had been
performed.

Interview on 01/31/2018 at 1250 with MD #4
revealed he asked MD #1 prior to putting Patient
#2 asleep if he wanted to use a LMA [laryngeal

mask airway], since Patient #2 was having an
nd MD #1 agreed.

Interview revealed MD #4 was not in the OR
during the time-out for Patient #2's surgery.
Interview revealed MD #1 immediately took
responsibility for the wrong site surgery and
explained it to Patient #2's mother. Interview
revealed Patient #2 was taken back to the OR

procedure a

as performed. Interview revealed
MD #4 stated "time-outs got to be too routine”,
and stated staff were not being mindful of what
they were saying.

Interview on 01/31/2018 at 1455 with CRNA #2
revealed she was present during Patient #2's
surgery. Interview revealed usually when an

was performed the patient
would be masked for sedation. Interview
revealed Patient #2 had 2| NN
that was difficult to maintain. Interview revealed a
time-out was performed prior to the surgery and
the time-out was the correct surgery and

Q 064

i
|

The revised time-out policy allows only the . 20712018
surgeon to mark the intended site. PA’s are not
to apply tourniquets on extremities. On February

th 2018, the MEC approved this process and
the policy will be sent to the governing body for
inal approval on February 28, 2018.

he surgical team has a responsibility to identify | 2/1/2018
the patient when entering the room, where a

iscussion occurs that includes a validation of
the patient, procedure, side, and site. There are
‘10 be no distractions during the time-out, until
complete and accurate.
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| CFR(s): 416.43

The ASC must develop, implement and maintain
| an on-going, data-driven quality assessment and
| performance improvement (QAPI) program.

+ This CONDITION is not met as evidenced by:

Based on Quality Improvement Plan review,

{ Quality Improvement Committee Meeting minutes

| review, Event Report and Root cause analysis

| review, and staff and physician interviews, the

I ASC failed to develop, implement and maintain

' an ongoing data-driven quality assessment and

' performance improvement program, including

| developing thorough and consistent actions and

' responses to adverse patient events, and
evaluating and trending results to sustain

| improvements and prevent future events over
time.
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Q 064 ’ Continued From page 19 Q 064 ;
everyone agreed. Interview revealed during the !
| initial surgery CRNA #2 was focused on
maintaining Patient #2's airway and did not pay
attention to MD #1 performing wrong site surgery
on the Interview revealed on the :
! second surgery a mask was used to sedate i | |
| Patient#2 and a was 5 r ’
performed. : :
|
: I:erv::;v'g:l %21/?11 /3018:t 0?42 with NM #1 | 'At no time will anyone in the room be allowed to - 2172018
an\zie:sked her to I?)o:F:t) F?:ti:nt ;;': surg||ca| sn|le ‘ focus on anything else during the time-out
| Interview revealed NM #1 informed MD #1 that it i y i Tpe only event that may Sh.m attt.-)ntlon:
' was a wrong site surgery who stated "oh my god." F st an urget"ut issue related to anesthesia caring :
Interview revealed MD #1 saw Patient #2's | | pr the patient. Once the event has ‘res‘olved, the
'l and explained what happened. Interview 1 time-out would restart from the beginning.
' revealed Patient #2 went back to surgery to have |
' the correct procedure, an *
| performed. . . . e .
a | The Quality Council is the facility’s Quality |
Q080 | QUALITY ASSESSMENT AND PERFORMANCE | Q ogo| ' Quality Council (QC) is ty's Quality | 112412018

Committee. The membership consists of the
CEO, Medical Director, an appointed physician

s chairman, the DON, the OR Manager, the
Pre-op/PACU Manager, the Safety and Life
Safety Officer, the Business Office Manager, the
Medication Management Nurse, the
Credentialing Coordinator, the Infection Control
Coordinator, the Quality Coordinator, the '
Surgery Scheduler/POL, and the Purchaser.

Eﬂe policy Performance/Quality Improvement |
nd Patient Safety Plan is Blue Ridge Surgery
lf:enter's quality program. Each year, SCA

3/1/2018

equires each facility to update their - [
iPerformanoelQuality Improvement and Patient
Safety Plan. Blue Ridge has a separate plan that:
includes risk management reporting, adverse

Eevents and root cause analysis documentation. !

]
3
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Q 080 | Continued From page 20

The findings include:

1. Based on Quality Assurance and Performance
Improvement Plan review, Quality Improvement
Committee meeting minutes review, Event
Reports and Root Cause Analysis [RCA] review,
ASC documents review, and staff interviews, the
ASC failed to monitor the quality and safety of
patient care by failing to systematically analyze
and track adverse patient events including wrong
site/wrong implant surgeries, examining the
cause of the wrong site/wrong implant surgery,
implementing improvements and evaluating those
improvements to ensure they were sustained
over time.

~Cross refer to 416.43(b) 416.43(c)(2)416.43(c)
(2) &(3) Quality Assurance Standard: Tag
Q-0082

2. Based on Quality Improvement Plan review,
Quality Improvement Committee Meeting minutes
review and staff interviews, the ASC failed to
have ongoing committee meetings for 2017,
failed to evaluate the quality program and failed to
identify, implement, monitor and report
performance improvement projects.

~Cross refer to 416.43(d) Quality Assurance
Standard: Tag Q-0083

Q 082 | PROGRAM DATA; PROGRAMACTIVITIES
CFR(s): 416.43(b), 416.43(c)(2), 416.43(c)(3)

(b)(1) The program must incorporate quality
indicator data, including patient care and other
relevant data regarding services furnished in the
ASC.

\
[This plan was updated February 13, 2018 and 3

pproved by the QC on that same day. The Risk| 2/13/2018
Management Plan defines areas that require \
1reports from information gathered monthly, that |
is aggregated and reported quarterly. Included in
[the plan is a section on risk management that |
J peaks to adverse events by definition, ‘
investigation of the event and the required ‘

ompletion of a root cause analysis. ]

oing forward, for each event that falls under ’1 2/1/2018
the definition of an adverse event, a full i
!investigation with root cause analysis will be ‘
completed by the DON, ORC or PRC. A follow |
up of the event will be completed within 90 days |

gf the event so that tracking of compliance can i
e proven as sustained over time. ‘

}Meetings of the QC will occur each quarter. ! 122017
Puring the January 24, 2018 meeting, the list of |
meeting dates was discussed and approved.

he dates are as follows: '
January 24, 2018 1
IFebruary 13, 2018, special meeting {
April 25, 2018
Uuly 25, 2018
iOctober 31,2018

|
The QC felt the need to have a special meeting

|
|
|

L 1/24/2018
in February, due to the lack of prepared and
available information at the January 24t
meeting. Reminders of meeting dates will be
sent out by the Quality Coordinator/DON. |
|
Qo082 iThe Performance/Quality Improvement and 3/1/2018

'Patient Safety Plan has been updated to include:
the ASCQC Quality Indicators that include |
prevention, procedure utilization with questions !
on overuse, underuse and misuse, patient safety
" and preventable complications and pediatric |

Lvoidance of hospitalization. |
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Q 082 | Continued From page 21 Q 082 The program is designed to systematically
collect data related to identified performance 3/1/2018
| (b)(2) The ASC must use the data collected to - issues, processes, and outcome measures.
‘ ('.) Monitor the gffectly eness and safety of its Identified areas to be tracked when reported are
services, and quality of its care.

all adverse events, wrong site and/or side 3/1/2018
surgery, wrong patient surgery, wrong
procedure, the right procedure on the wrong

. (ii) Identify opportunities that could lead to
improvements and changes in its patient care.

(c)(2) Performance improvement activities must patient, infections, hospital transfers, and
track adverse patient events, examine their icomphcatlons to include ER visits, DVT’s, falls at
causes, implement improvements, and ensure home with injury, and death.

that improvements are sustained over time. . .
Risk management education on adverse events 3/2018

strategies throughout the facility targeting adverse PRC with all members of the Blue Ridge team.
patient events and ensure that all staff are familiar Included in this education is information on
with these strategies. current risk management policies that include

adverse event identification and reporting.

This STANDARD is not met as evidenced by:
Based on Quality Assurance and Performance
Improvement Plan review, Quality Improvement
Committee meeting minutes review, Event
Reports and RCA [Root Cause Analysis] review,
ASC [Ambulatory Surgery Center] documents
review, and staff interviews, the ASC failed to
monitor the quality and safety of patient care by
failing to systematically analyze and track
adverse patient events including wrong site/wrong
implant surgeries, examining the cause of the
wrong site/wrong implant surgery, implementing
improvements and evaluating those
improvements to ensure they were sustained
over time.

Review of Facility "PERFORMANCE/QUALITY
IMPROVEMENT and PATIENT SAFETY PLAN
2017" revealed "...The purpose of [Facility name]
Performance/Quality Improvement and Patient
Safety Program is to strive to improve the quality
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incorporated into appropriate processes, products
or services and performance is tracked to assure
improvements are sustained over
time....Reporting, reviewing and appropriate
analysis of all incidents reported by employees,
patients, and healthcare professionals and others
will be reviewed by the Quality Council, including
all deaths, trauma, other adverse events, medical
errors, patient complaints, and clinical
records/policies. Data are systematically
aggregated and analyzed. Data related to
established criteria are collected in an ongoing
manner and are periodically evaluated to identify
acceptable or unacceptable trends or
occurrences that affect patient outcomes. ...Data
are analyzed and compared internally over
time....Adverse Events Leadership establishes
processes for the identification, reporting,
analysis, and prevention of adverse patient
incidents and ensuring their consistent and
effective implementation by developing a system
that includes:...d. An action plan that identifies the
strategies that the center intends to implement to
reduce the risk of a similar event occurring in the
future. e. An evaluation of the improvements to
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Q 082 | Continued From page 22 Q 082 SCA has contracted with RL Solutions as their
of care and promote more effective and efficient risk management reporting system. Access to | 21112018
utilization of centers and service, maintain an the system is available to all members of the |
active, ongoing, integrated, organized, Blue Ridge team. In order to have consistency,
peer-based program of quality management and ‘only certain members of management are (
improvement that links peer review, quality llowed to input live into RL Solutions. The Blue ‘
improvement activities and risk management in Ridge Surgery Center team is provided a paper
an organized, systematic way....The program copy of the electronic system for reporting ‘
assesses processes, systems and patient events that occur. When an event occurs, the
outcomes and improves them on a priority basis feammate involved will complete a paper ‘
by selecting quality indicators, measuring and incident report and forward this document to ‘
analyzing information related to these indicators, their immediate supervisor before close of ‘
adverse patient events, and other aspects of business on the day the incident occurs. |
performance, regularly. When identified, ;
necessary changes are implemented and | 21172018

iThe member of the management team, CEO,
DON, ORC or PRC inputs the report i
electronically. Once the reportis in RL Solutions,f
the management team and SCA corporate

representatives are notified of the event by |
email. Those notified are to review the details of .
the incidents reported, whether significant or !
routine. i

Significant events require a root-cause analysis 1 2/1/2018
report to be completed that includes prevention

strategies to avoid future similar occurrences. |

Verbal notification to their supervisor and to the '

risk manager of record is required for these

levents of significance. The risk manager will ‘

review and discuss with the CEO (Blue Ridge,
the CEO is the risk manager) and the Medical
Director.

Each month, the DON/Quality Coordinator is
|responsible to gather submitted and prepare a
monthly summary of events. This information is
rended for common causes. A follow-up to the
initial root-cause will be completed 90 days ‘
i ‘ollowing the original incident. -

2/1/2018
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Q 082 | Continued From page 23 Q 082
ensure they are sustained over time. f. Educating
staff to ensure their familiarity with the ‘
implemented strategies....All performance b
. o epe |
improvement activities are reported up to the g
Govemning Body. ..." _
| | |
' Pata collected monthly and reported quarterly is ! 1272017

Review on 02/01/2018 of the Quality

Improvement Committee Meeting minutes

Meeting minute
review rcvealed
W Review failed to reveal

\ 1. Review of a RCA Form, for Patlent #20, event
| date listed revealed a
summary where the ST stated " ...

t." Review revealed a RN stated'

" Review of root

" Form review revealed an action item "to
perform a second time out when a back up

tracked and trended for commonalities by the
pON/Quality Coordinator. Significant event will
prompt a root-cause analysis of the event that,
will address action plans items that focus on
prevention of the same occurrence. Each root- |
cause analysis requires a 90-day follow up for |
compliance and sustainability. i

The-\/enﬁcatlon Policy des s the | 2/20/2018
process for choosing the correct The

intended for the patient must be the onl

|the room during the time-out process with the

surgical team. Back-up [JJjoutied for

procedures may be nearby. This policy will be

submitted for review at the next QC, MEC and

GB meeting.
iIf the back-u is required, the time-out
process for th begins over again to ensure |
the proper diopter and expiration for the
patient on the operating room table. Compliance |
with this will be maintained by the ORC. '

| 2/20/2018
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used." Further form review did not reveal a
responsible person, a date of completion, or a
description of the monitoring process. Review did
not reveal anything documented under
"Effectiveness of Plan of Correction.” Further
review did not reveal a 90-120 day review date
and did not reveal if the action item was
completed or if additional actions were required.

Requests on 02/01/2018 for data on action plan
evaluations for these cases did not provide any
additional information.

i 2. Review of a RCA Form, for Patient #19, event
i dat revealed " ..

" Review of action items revealed

Review did not reveal
| anything documented under "Effectiveness of
‘ Plan of Correction.” Further review of RCA did

|Going forward, for each event that falls under the' 2/1/2018
‘peﬁnition of an adverse event, a full investigationi

with root cause analysis will be completed. A

follow up of the event will be completed within 90|

days of the event so that tracking of compliance |

can be proven as sustained over time. The risk

manager will initiate the investigation and may

request assistance from the MD, ORC, or the

PRC to complete.
|

'rrhe revised time-out policy allows only the
surgeon to mark the intended site. PA’s are not | 2/7/2018
to apply toumiquets on extremities. On February
7, 2018, the MEC approved this process and
the policy will be sent to the governing body for '
final approval on February 28, 2018. The
surgical team has a responsibility to identify the |
patient when entering the room, where a
discussion occurs that includes a validation of
the patient, procedure, side, and site. A child is
verbally introduced to the technician in the room
by the circulating nurse.

All included in the surgical team are requireto |

state their name, role, and responsibility to their | 1/24/2018
part of the procedure preparation. The knife

handle and bovie tip are not placed until the

time-out is complete and accurately performed.

When the team in the room changes, a report is

required from technician to technician, Circulator 1/24/2018
!to circulator and anesthesia provider to

Fnesthesia provider. This hand-off includes the
patient identification, allergies, procedure in
progress, and the required implants. The person

ientering will be focused on this hand-off only.

|
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‘ not reveal if a 90-120 day review occurred and
| did not reveal whether the action items were
‘ completed or if other action items were needed.

‘ Requests on 02/01/2018 for data on action plan

evaluations for these cases did not provide any
| additional information.

01/31/2018 of the RC
evealed Patient #2 was

Review

Review revealed the action items were: "

{ 90-120 day follow up revealed "

| Requests on 02/01/2018 for data on action plan
evaluations for these cases did not provide any
| additional information.

" Interview on 02/0 5 with NM #2

| revealed after tthcident some
changes were put i diting of time

i outs began after thwong site

| surgery incident. Interview revealed if staff were
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Going forward, for each event that falls under the
definition of an adverse event, a full investigation!
with root cause analysis will be completed. A |
follow up of the event will be completed within 90'
days of the event so that tracking of compliance |
can be proven as sustained over time. The risk
manager will initiate the investigation and may
request assistance from the MD, ORC, or the |
IPRC to complete.

2/1/2018

’T ime-out audits were being done by 1 21112018
management and anesthesia providers with @
consistency, but the information gathered was
not used to make necessary changes in
processes or prevention of other wrongs related
10 procedure identification or correct implant i
placement.
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' Beginning February 5™, the Quality Coordinator | 2/5/2018
Q 082 | Continued From page 26 Q082 |began aggregating data from the time-out audits
i not correctly performing time outs they were done by management and anesthesiolog.ists.
| immediately re-educated. Interview revealed no Goals were set for compliance with the time-out
| documentation of data being being: aggregated, procass.
| tracked, or trended was available for review. L .
| Interview revealed there were white boards in Management and anesthesiologist audits are 2/5/2018
' every OR. Interview revealed initially staff were completed on 100% of daily volumes. Initial
i going to put the name of the paﬂen‘[ and 'audlts started at 50% of volumes until { Amended
| procedure on the white board but that was not clarification from CMS. The team must reach 3/1/2018

' agreed upon in the MEC meetings. Interview

| revealed there was no documentation of this

| discussion or policy. Interview revealed

| laminated sheets titied "Operating Room Surgical
| Safety Expectations:" which outlined briefly the
time out process were placed in every OR.
Interview revealed in moming huddles time out

| procedures were discussed.

Interview on 02/02/2018 at 1135 with AS #1
revealed marking the surgical site was done prior
to procedures. Interview revealed oral
rocedures were not marked before or after the
m‘i(ncident because surgeons did not
on a patient's face. Interview
revealed there was no policy update to show this.

Interview fai veal the action items from the
| RCAO ere being trended and

Review of the RCA Form, dated
revealed "

| Review revealedlthe staff in the room said they
' failed to look at the expiration date because the
| patient was moving around and they were

| focused on the patient. Review revealed the

| surgeon also did not look at the expiration date,
| justth ize. Review revealed " .

90% compliance with these 12 components in
;month one. See below for subsequent months
through June 2018.

Twelve components of the time-out process
were evaluated as most important elements.
These twelve elements are reviewed from audit
documentation and percentages totaled.
12 Components include:
Pre-op
‘ 1. Patient confirmed identity, side,
procedure and consent
2. Allergies addressed
3. Confirm site is marked

Operating Room

Confirm patient identity

Surgeon confirms procedure, side and |

site

Confirm consent

Confirm site mark is visible before

draping

Confirm site mark is visible after

draping

Patient allergies
0. Confirm implants, includes expirations
1. Confirm all teammates introduced,

name and role

‘ 12. Antibiotic prophylaxis within 60 minutes ;
i of the procedure start

220 ® No oa

IFt‘JIIowing the first month, the plans is as follows | 3/2018
related to compliance with the 12 components: 4/2018
March 100% of volumes, 92% compliance
‘April 50% of volumes, 95% compliance
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Q 082 | Continued From page 27

i Further review revealed three nurses checked the

, implanqihe day before but failed to note the

| expiration date and the purchaser did not see the

i expiration date when checking and putting in the
lens orders. Further review of the RCA revealed

| three action items. The first was

. The second action item

| review revealed a 80-120 day review date of
." Form review failed to revea

any further documented tracking of the action
items.

Interview with NM #2, on 02/01/2018 at 1335
revealed there was no current written policy and
procedure for the-veriﬁtion process and
NM #2 would be writing it.

Requests on 02/01/2018 for data on action plan
evaluations for these cases did not provide any
| additional information.

Interview on 02/02/201 with Purchaser
#1 revealed prior to the incident he was
only looking to see if there were correct lenses

pg 27

|‘June 25% volumes, 99% compliance

Q 082 jThe purchase of lenses occurs at least 2 days | 2/20/2018

prior to the procedure based on when physician :
offices supply the information. The lens is :
ordered and pulled for the procedure. '

A validation of the correct lens by the purchaser 5

is followed by a verification of th ytwo | 2/20/2018
clinical teammates the day before the procedure.
[

Following the initial clinical validation, two
'ladditional mates verify the pulled and
places the in a bin designated for each
‘patient specifically.

2/20/2018

iOn the morning of the procedure, the technician |

in the room and the daily runner fi | 2/20/2018
bphthalmology verifies the correct s inthe |

bin for the patient they have on the operating
room table.

Before the procedure, the. is verified by !

patient, left or righ size IOL # and | 2/20/2018
expiration date with the team, to include the

surgeon as part of the time-out process before

the start of the procedure.

\A mock survey “stand down” will be completed |
1over 2 full days to validate compliance with the l,
time-out policy and to verify that the QC minutes
[and activities appropriately cover required

'oomponents.

3/2018

IThe survey will not be announced, and QC
Iminutes and activities will be reviewed by an
'SCA corporate designee.

3/2018
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available for surgeons, he was not foc
expiration date. Interview revealed th
verification process had changed since this
i incident. Interview revealed Purchaser #1 was
not sure if there was a documented procedure.

n the

Interview on 02/01/2018 at 1335 with NM #2
revealed the- verification process had
changed since this incident. Interview failed to
reveal any writt jcy and procedure specific to
eye surgery an erification or any update to
the "Surgical Procedures and Site Validation"
policy. Interview failed to reveal documented
education of staff about this procedure change.
Interview revealed time-outs were being audited
and NM #2 attempted to audit 10% of the patients
 daily. Interview revealed more structure was

| needed with clearly defined processes and roles.

| Interview revealed there had been several
updates to the "Operating Room Surgical Safety
Expectations" form that was placed in each OR

| and outlined the time-out process. Interview

| failed to reveal any policy and procedure updates.

| Interview on 02/02/2018 at 1200 with AS #1

i revealed a stand down (mock time out process)
! had been planned fo but the
| presenter was unable to attend. Interview

| revealed the facility planned and implemented

{ mandatory education on 01/16/2018. Interview

i failed to reveal any updated policy and procedure

' after th incident. Interview revealed if
there was any data related to the lens verification

event she was not aware of it.

! 5. Review of an Event Summary on Patient #5,
revealed the e
Review revealed " ...

:Beginning February 5%, the Quality Coordinator

Q 082 began aggregating data from the time-out audits

done by management and anesthesiologists. 2/5/2018
Goals were set for compliance with the time-out

process.

1Management and anesthesiologist audits are 2/5/2018

1 completed on 100% of daily volumes. The team |
|must reach 90% compliance with these 12
oomponents in month one. See below for
subsequent months through June 2018.

Amended
. 3172018

'welve components of the time-out process
were evaluated as most important elements.
lThese twelve elements are reviewed from audit
documentation and percentages totaled.

{12 Components include:
‘Pre-op
13. Patient confirmed identity, side,
procedure and consent
{ 14. Allergies addressed
| 15. Confirm site is marked .
Operating Room ?
16. Confirm patient identity :
! 17. Surgeon confirms procedure, side and |
site
| 18. Confirm consent :
19. Confirm site mark is visible before
draping
20. Confirm site mark is visible after
draping
21, Patient allergies ;
| 22. Confirm implants, includes expirations |
t 23. Confirm all teammates introduced, i
name and role
Antibiotic prophylaxis within 60 minutes |
] of the procedure start
i !
Following the first month, the plans is as follows |
related to compliance with the 12 components: |
March 100% of volumes, 92% compliance
'Apnl 50% of volumes, 95% compliance
May 25% volumes, 97% compliance
June 25% volumes, 99% compliance

[ 24,

3/2018
4/2018
| 572018
6/2018
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..." Review of the RCA Summary

revealed "..

..." Further
| review revealed " .

\ ..." Review did not reveal a listing of
| planned action items or risk reduction strategies.

Review of the timeline related to the
incident was received from the facility on
02/02/2018 from AS #1. Review revealed a
description of the event and handwritten
investigation notes. Review of the handwritten

| investigation notes revealed there were potential

{ action items written.

Review on 02/02/2018 of ASC documents

Q 082|

Documentation to review for a correct consent ' 1/24/2018
includes the H&P and physician orders. The Pre-,

|op RN and circulating nurse are required to !

review this documentation by the physician. The

surgical team has a responsibility to identify the

patient when entering the room, where a

discussion occurs that includes a validation of |

the patient, procedure, side, and site. A child is

verbally introduced to the technician in the room

jby the circulating nurse. 21712018

H‘ he revised time-out policy allows only the
isurgeon to mark the intended site. PA’s are not |
to apply tourniquets on extremities. On February !
7™, 2018, the MEC approved this process and
the policy will be sent to the governing body for
iﬁnal approval on February 28, 2018. The
surgical team has a responsibility to identify the
ipatient when entering the room, where a
jdiscussion occurs that includes a validation of
ghe patient, procedure, side, and site. A child is
verbally introduced to the technician in the room

Py the circulating nurse. 112412018

/All included in the surgical team are require to
%tate their name, role, and responsibility to their
part of the procedure preparation. The knife
handle and bovie tip are not placed until the
time-out is complete and accurately performed.

At no time will anyone in the room be allowed to = 1/24/2018
focus on anything else during the time-out

validation. The only event that may shift attention

s an urgent issue related to anesthesia caring |

for the patient. Once the event has resolved, the

‘time-out would restart from the beginning. .
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reveal iled communications onF ;
i an nt from MD #4 and to
| me ted to the importance of |
| everyone coming to a complete stop and |
following the time-out process. ]
Review on 02/02/2018 of | ‘ " " . !
| 02/02/2018 of ASC documents ’ le'he revised time-out policy allows only the 1/24/2018
!

| physician colleagues that outlined the time out

| process and stressed the importance of proper

| attention to the established time out procedures
prior to surgery and when selecting implants.
Letter review revealed "...random audits will be

| done and reported back to the MEC to ensure

| that time outs are being done correctly and
consistently by everyone; following the procedure
consistently will be a requirement for employment
| at [the facility name], and a requirement for the
physicians who post cases at the center..."

Review on 02/02/2018 of ASC documents failed
to reveal any evidence of a documented updated
policy and procedure for surgical site verification,
1 time outs, or implant verification.

' Review on 02/01/2018 of the MEC (Medical

| Executive Committee) i inutes revealed

| @ meeting was held o . Review of the
minutes revealed during the meeting there was a

| discussion about *

Review failed to reveal any data about surgical
site verification being tracked, trended, and
monitored. Review of th

Review failed to reveal any data about surgical

surgeon to mark the intended site. PA’s are not |
to apply tourniquets on extremities. On February

, 2018, the MEC approved this process and
|the policy will be sent to the governing body for
final approval on February 28, 2018. The
surgical team has a responsibility to identify the |
batient when entering the room, where a '
discussion occurs that includes a validation of |
the patient, procedure, side, and site. A child is
.\lerbally introduced to the technician in the room !
by the circulating nurse.

{

All included in the surgical team are require to | 1/24/2018
state their name, role, and responsibility to their |

:part of the procedure preparation. The knife

handle and bovie tip are not placed until the

time-out is complete and accurately performed. |

At no time will anyone in the room be allowed to | 1/24/2018
,focus on anything else during the time-out .

validation. The only event that may shift attention

is an urgent issue related to anesthesia caring

for the patient. Once the event has resolved, the |

time-out would restart from the beginning.
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site verification being tracked, trended, and
monitored. Review of th MEC
meeting mi i
had about

Review failed to reveal any data about surgical
site verification being tra
monitored. Review of th
meeting minutes reveale

.." Review failed to
reveal any evidence surgical site validation data
was being trended or monitored.

Staff Interview with RN #3, on 01/31/2018 at 1115
revealed things have changed and after this
incident it made RN #3 slow down during time
outs. Interview revealed "we go fast...in some
cases we were just going through the motions."
Interview since the 11/2018 event the process
had been reviewed and "we saw loopholes."
Interview revealed the official time-out protocol
had been revised and the site must be visible
prior to and after draping. Interview revealed
anesthesia did not always take an active role.

Interview with CRNA #1 revealed there were
many cases that day and there could be
“production pressure". CRNA#1 stated "l've
learned a lot" and stated the time out was now
taken very seriously. Further interview revealed
that prior to the event, some surgeons during the
time out "would not listen", but that had improved
]i with all but there were still a couple of surgeons

: who think "its never going to happen to me."

‘At no time will anyone in the room be allowed to | 1/24/2018
focus on anything else during the time-out '
validation. No one should feel intimidated but
should feel empowered to speak up, knowing
something may be wrong. Blue Ridge Surgery |
Center promotes a Just Culture where we

romote system improvements over punishment,|
emphasizing mindfulness and empowering
‘anyone to speak up in the interest of patient
safety. Should a teammate or anesthesia
provider be in a position where patient safety is
in question, the team must call a member of |
management or the Medical Director into the
room immediately.

|

t no time will anyone in the room be allowed to |
focus on anything else during the lime-out
validation. No one should feel pressured to
complete the time-out quickly just to get it done. |
If the team feels rushed or feels that the time-out!
was not done according to policy, the team must |
;wll a member of management or the Medical

- Director into the room immediately. The only |
event that may shift attention is an urgent issue
frelated to anesthesia caring for the patient. Once!
the event has resolved, the time-out would
restart from the beginning.

' |

1/24/2018

i
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! Beginning February 5", the Quality Coordinator | 2/5/2018
Q 082 | Continued From page 32 [ Q 082 pegan aggregating data from the time-out audits |
Telephone interview, on 02/01/2018 at 1256, with done by management and anesthesiologists.
Physician Assistant [PA] #1 revealed that since Goals were set for compliance with the time-out
the incident, PA#1 has noted that people are process.
more attentive and diligent in the time out. Further . . " 2/5/2018
interview revealed there has been discussion on Management and anesthesiologist audits are |
the proper processes, but not formal education. completed on 100% of daily volumes. The team | Amended
ust reach 80% compliance with these 12 i
‘ | . 3/1/2018
Interview on 02/01/2018 at 0830 with NM#1 | components in month one. See below for 5
revealed they are continuing to educate staff, and ; subsequent months through June 2018.
just have to get consistency with the surgical site | |
verification process. Interview revealed "it's a Twelve components of the time-out process
team thing." Interview revealed that NM#1 saw were evaluated as most important elements. |
great progress but just had to reinforce These twelv.e elements are reviewed from audit
| consistency. documentation apd pergentages totaled. !
{ 112 Components include:
] . . Pre-op
Interview on 02/02/2018 at 1630 with AS #2 . 25. Patient confirmed identity, side,
revealed he addressed the physician part of the procedure and consent
wrong site surgeries. Interview revealed AS #2 26. Allergies addressed
sent an email to all medical staff on 27. Confirm site is marked
and explained the procedure and expectations for Operating Room |
| the medical staff in regards to surgical site 28. Confirm patient identity i g
| verification. Interview revealed this procedure | 29. Surgeon confirms procedure, side and |
] was not formally documented in a policy. Interview \ 30 ?;':Jenﬂrm consent ;
i revealt?d the facikly addressg d the wrong s!te' . . ? 31. Confirm site mark is visible before I
| surgeries but the overall action plan was still in its ! | draping |
| infancy. Interview revealed “I knoyl.r]ow what : 32. Confirm site mark is visible after |
| should have been done after the initial ' draping g
frenuloplasty.” Interview revealed there had been |  33. Patient allergies I
changes in surgical site verification processes but | 34. Confirm implants, includes expirations |
there had not been documented policy changes. . i 35. Confirm all teammates introduced, ‘
Interview revealed the facility had "lots of _ 3 nameandrole ) ;
individual parts but it was not part of a master | | 36. Antibiotic prophylaxis within 60 minutes |
plan.” Interview revealed the facility did not have , of the procedure start
a.unifonn system wfde plan after the initial v{r‘ong ; Following the first month, the plans is as follows
site surgery. Interview acknowiedge the facility ‘ related to compliance with the 12 components:
needed a system wide action plan. . March 100% of volumes, 92% compliance 3/2018
! April 50% of volumes, 95% compliance 4/2018
Interview on 02/02/2018 at 1200 with AS #1 i May 25% volumes, 97% compliance 5/2018
revealed she could not find an annual evaluation | June 25% volumes, 99% compliance 6/2018
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Q 082 | Continued From page 33 Q082 ‘
of the quality program for 2016 or any quality
goals or priorities documented for 2017. Further
interview revealed AS #3 was currently working
on the annual report for 2017 and goals for 2018.
Interview revealed the facility had not aggregated
any data related to the adverse events and was
not aware of any trending. Further interview
revealed there were no updates to the policy or
process related to the adverse patient events.
Q 083 | PERFORMANCE IMPROVEMENT PROJECTS Q083
CFR(s): 416.43(d) ‘Performance Improvement projects will be 3/1/2018
(1) The number and scope of distinct initiated on areas where the facility feels
improvement projects conducted annually must ‘improvement is needed. These activities will be
reflect the scope and complexity of the ASC's ‘ba.\sed the procedure types and volumes at Blue
services and operations. ‘Rldge Surgery Center.
| . . .
| (2) The ASC must document the projects that are ﬁ"fe Ridge Surgery Center is accredited by the
being conducted. The documentation, at a oint Commission so we will follow TJC's PDCA
minimum, must include the reason(s) for ormat for quality activities.
implementinglthe project, and a description of the leuring the February 13, 2018 meeting, there
roject's results ’ ’
prole | ere two potential studies discussed which were
instrument tum-over and need for purchase of
This STANDARD is not met as evidenced by: ]Ladditional instrumentation and hand hygiene
Based on Quality Improvement Plan review, urveillance and Time-out audits. These
Quality Improvement Committee Meeting minutes ctivities will be initiated by the DON/Quality
review and staff interviews, the ASC [Ambulatory Coordinator. The PRC may decide to initiate
Surgery Center] failed to have ongoing committee ‘activities specific to The Joint Commission Total
meetings for 2017, failed to evaluate the quality Knee and Spine Certifications.
program and failed to identify, implement, monitor *
and report performance improvement projects. Also suggested on February 13", 2018 were the
ollowing:
Review of Facility "PERFORMANCE/QUALITY (g:nlz;llgﬁ "

IMPROVEMENT and PATIENT SAFETY PLAN AMONS

2017" revealed "...The purpose of [Facility name] 13'::: I‘_Jgg'tzgﬂ‘;“to Block Holds
Performance/Quality Improvement and Patient ‘

Safety Program is to strive to improve the quality

! | |
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Q 083 | Continued From page 34 Q 083\ ‘
of care and promote more effective and efficient : 3
| utilization of centers and service, maintain an ! |
active, ongoing, integrated, organized, -
peer-based program of quality management and )
improvement that links peer review, quality |
improvement activities and risk management in ‘
an organized, systematic way...6. Identify |
performance improvement/risk assessment and }
patient safety projects. 7. Act on information to
improve facility performance. 8. Prioritize }
Performance Improvement projects using the Pl 1
Project Priority Assessment Grid form........ The A meeting was held on January 24, 2018 that l
[Facility Name] QC [Quality Committee] shall inclqded the agenda items Iis}ed be!ow: ;
meet at least quarterly and will maintain Review and approval or previous minutes 172412018
documented minutes of each meeting.... The nnual review of programs l |
center QC also serves as the venue for Safety, gﬁ"gc;':‘du‘:ﬁ?’z‘:%":e approvals |
Infection Control and Risk Management data nz sthesia review
review and analysis...." QAP Program and projects g
Infection control & surveillance activities - k
Review on 02/01/2018 of the Quality presented |
Improvement Committee Meeting minutes [Employee relations and health”
revealed only two meetings were held in 2017 on Education
01/19/2017 and a second meeting on 03/06/2017. {E?Cl:lia and life safety — presented |
i d isk Management *
3 edication safety [
5 Fredentialing i
2017. Review revealed no evidence of a quality L”Sféﬁ:'s.rﬁ? rds ;
project for 2017. Review failed to reveal an Pathology ‘ |
annual evaluation of the quality program in 2016 Patient Satisfaction [
or 2017. lTeammate and Physician satisfaction ]
Accreditation 1
Interview on 02/01/2018 at 1545 with AS #1 ‘ ) _ ,
revealed the previous employee responsible for At the time this meeting was held, many items |
quality in 2017 was no longer employed at the rom thte taib°"_‘l5_r‘:vef'e not a‘:\;ﬁglable fzr |
facility. Interview revealed AS #1 could not recall Vgtfgg:cat‘ioc:\né ; thz r‘:\zt::l?ersr:?pn;ﬁg :geviaeiv a:f ;
any 2017 qu'alnty prOchts and could not provngie quarterly data and responsibilities of each new {
documentation of projects, but knew the previous Imember. for scheduled meetings in 2018 and in ‘
employee had begp working'on them. Interview 'subsequ'ent years. o
confirmed no additional quality data could be 5 {
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Q 083 | Continued From page 35 Q 083 The QC decided to have a special meeting on
located. Interview confirmed there was no annual February 13, 2018, in order to complete required| 2/13/2018

reports from 2017. Areas that were discussed on
jJanuary 24, 2018 were not re-reviewed, noted
below as “not discussed”.

quality evaluation for 2016 available and no goals
or priorities related to quality for 2017. Further
interview revealed AS #3 was currently

responsible for quality and was working on the The QC met on February 13, 2018 and the

2017 report and the goals for 2018. ' following was discussed with supporting
documentation:

NC00135100

Review and approval or previous minutes
Annual review of programs

Policy and procedure approvals

Physician utilization

‘Anesthesia review

QAPI Program and projects

Infection contro! and surveillance activities
i Employee relations and health

Education

Facility and life safety — not discussed
IMedication safety

Credentialing

Medical records

Purchasing

Pathology

Patient Satisfaction

Teammate and Physician satisfaction
Accreditation

|
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