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A 000 INITIAL COMMENTS A 000 Preparation and/or execution of this Plan of
Correction does not constitute admission or
] agreement by the Hospital of the truth of the
BRIORnTGIRESd Di=NE SOy Wi govitkicied facts alleged or conclusions set forth in this
10/31/18 to 11/8/18 to investigate complaint # o y
statement of deficiencies. The Plan of
TN0O045852. e
Correction is prepared and/or executed
An entrance conference was held with the because it is reqUIreq by the e of
Regulatory Officer, Accreditation Specialist and federal |fW- Vand‘?rb'}t University Medical
the Senior Quality and Patient Advisor. They were Center (“the Hospital'), its governing body,
informed of the nature of the complaint. its administrative team, and its Medical Staff
are committed to complying with federal and
A telephone exit conference was held on 11/8/18 state law, while providing quality health care
at 2:00 PM. The Regulatory Officer, Accreditation services to patients in a safe setting. The
Specialist and the Senior Quality and Patient Hospital has taken the corrective measures
Advisar, and the Accreditation Regulatory outlined in this Plan of Correction to address
Specialist were notified of Inmediate Jeopardy in the cited deficiencies outlined in the Form
the areas of 482.13 Patient Rights, 482.23 CMS-2567.
Nursing Services. They were afforded the
opportunity to ask questions of the survey team.
A 115 | PATIENT RIGHTS Immediately following the survey, the
CFR(s): 462.13 A 15 | Hospital reviewed existing policies and 12/3118
T S — " i procedures to determine whether revisions
: aﬁzﬂ:,saﬁg:: pretEct AN o w2t and/or new policies were required. Although
' numerous policies are in place to meet the
This CONDITION is not met as evidenced by: requirements of 42 CFR §482.13 and
Based on policy review, medicai record review, address the cited deficiency, the Hospital
and interview, the hospitat failed to ensure ‘ made updates to select policies and
patients' rights were protected to recelve care ina d feablet -
safe setting and implemented measures to procf'} ‘ures. applicapie’ia medjca '9"_
mitigate risks of potential fafal medication erors administration. The updates to policies and
to the patients receiving care in the hospital. procedures are also discussed in detail in
response to Tags A 144 and A 145, below.
The failure of the hospital to mitigate risks
associated with medication errors and ensure all ) i § .
patients' received care in a safe setting to protect The Hospital has reVIewed' 'tslp‘)"c'es gnd
their physical and emotional health and safety procedures related to monitoring of patients
placed all patients In a SERIOUS and during and after medication administration
IMMEDIATE THREAT and placed them in and made the following changes:
X6} DATE
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Any deficiency staterfght ending with an asterisk (*) denotes & 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 comrection is provided. For nursing homes, the above findings and plans of correction are disclosable 14
days following the date these documents are made available fo the facility. If deficiencies are cited, an approved plan of correction is requisile to continued

program participation
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e The Hospital has revised its policy
A 115 | Continued From page 1 A115 previously titled Transport of the 11/2718
IMMEDIATE JEOPARDY and risk of sefious Critically [Il Patient, which revisions
injuries and/or death. are scheduled to be approved on
The findings included: Novgmt?er 27,2018, .to broaden
application of the policy beyond
1. The hospital failed to ensure all patients critically ill patients. As such, the
received care in a safe setting and staff followed newly amended policy is titled
standards of practice and utilized their nursing “Transport of Patients” (hereinafter,
'5::: aﬂt; training t:dmf::ﬁ tcoalfd " “Transport Policy"). This policy
el QO SRR provides that every patient shall be
Refer to A-0144 transported with equ1pmenfc,
supplies, and staff appropriate to
2. The hospital failed to ensure patients were free monitor and support the patient’s
from neglect. physiological needs. The policy
ATE Refer 10 A-0145 details that the level of care is
PATIENT RIGHTS: CARE IN SAFE SETTING maintained during transport and

CFR(s): 482.13(cX2)

setting.

The patient has the right to receive care in a safe

This STANDARD is not met as evidenced by:
Based on standards of practice, document
review, review of hospital policies and
procedures, medical record review, and interview,
the hospital failed to ensure all Critical Care
Registered Nurses (RN) implemented medication
policies and procedures pertaining to the
administration and monitoring of medications,
including high-risk medications, and patients
received care in a safe setting for 1 of 5 (Patient
#1) patients reviewed for medication ermors.

The faifure of the hospital to ensure all nurses
followed medication administration polices and
procedures resuited in a fatal medication error for
Patient #1 and placed all patients in a8 SERIOUS
and IMMEDIATE THREAT of their health and

after arrival at the receiving
department/unit, and describes
specific monitoring and
documentation requirements. The
amended policy states that when a
patient requires continuous
monitoring, a clinical staff member is
required to be available to receive
handover of the patient pursuant to
the Hospital's CL SOP - Clinical
Handover Communication
procedure. Any such handover will
be documented in the medical
record. In the event a clinical staff
member is not available to receive
the patient, the transporting clinical
staff member must remain with the
patient. Further, the Transport Policy
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states that patients receiving
A 144 | Continued From page 2 A 115 medications that could lead to

safety and placed them in IMMEDIATE
JEOPARDY for risk of sefious injuries and/or
death.

The findings included:

1. Review of the Lippincott Manual of Nursing
Practice 10th Edition documented, "...Watch the
patient's reaction to the drug during and after
administration. Be alert for major adverse effects,
such as...respiratory distress.. NURSING
ALERT._The nurse is uftimatety accountable for
the drug administered.."

Review of the hospital’'s High Alert Medications
policy documented, "...High Alert Medications -
Medications that bear a heightened risk of
causing significant patient harm when used in
ervor.._ Medication orders are reviewed by a
pharmacist prior (o removal from floor stock or an
automated dispensing cabinet untess... A defay
would harm the patient {inctuding sudden
changes in a patient's clinical status.. Additional
sirategies are followed for a specified list of High
Alert Medications...Higher level decision
support...Independent Double-Check where
electronic clinical systems prompt dual signoff..."

The medication Vecuronium (a neuromuscular
blocking medication that causes paralysis and
subsequent death if not monitored accordingly)
was listed in the policy as a high alert medication.
There was no documentation in this policy
detailing any procedure or guidance regarding the
manner and frequency of monitoring patients
during and after medications were administered.

Review of the document ISMP List of High-Alert
Medications in Acute Care Settings...ISMP 2018

respiratory depression and/or
respiratory distress are monitored
during and after transport, with the
duration and frequency of the
monitoring to be based on the
patient’s condition, type of
medication, and route.
Documentation will be in accordance
with VUMC'’s Medication
Administration Policy. The
Transport Policy further states that
such monitoring may include, but is
not limited to, direct observation,
vital signs, and neuro checks. The
revised Transport Policy further
requires appropriate documentation
to be completed in the patient’s
medical record upon leaving and
returning to the unit, including the
times the patient leaves and returns
to the unit.

e The Hosp}ta! has re\flsed :tg High 11127118
Alert Medication Policy, which
revisions are scheduled to be
approved on November 27, 2018, to
detail required monitoring of patients
receiving administration of high alert
medications. Specifically, the
amended High Alert Medication
Policy states that the patient's
clinical status is monitored to
evaluate patient response to
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medication and/or adverse
A 144 | continued From page 3 A 115 reactions, and the duration and
documented, *.. High-alert medications are drugs frequency of monitoring is based on
that bear a heightened risk of causing significant the patient’s condition, the type of
PAUSHLIGHRINE eSS U] medication, and route of
emor.._Classes/Categories of . . . -
Medications._moderate sedation agents, IV admlnlstrathn. Such fnonltonr?g may
[Intravenous] (e.g.[for exampie] ..midazotam include, but is not limited to, direct
[Versed]...neuromuscutar blocking agents observation, monitoring of vital signs
(e.g...rocuronium, vecuronium)...” and neurological status.
Review of document Paralyzed by Mistakes: p— o
Reassess the Safety of Neuromuscular Blockers The Hospital's Medication 11/27/18

in Your Facility documented, .. Neuromuscular
blocking agents are high-alert medications
because of their well-documented history of
causing catastrophic injuries or death when used
in error...Because neuromuscular blockers
paralyze the muscles that are necessary for
breathing, some patients have died or sustained
serious, permanent injuries if the paralysis was
not witnessed by a practiioner who could
intervene. After a patient receives a
neuromuscular blocker, progressive paralysis
develops, initially affecting the small muscle
groups such as the face and hands, then moving
to larger muscle groups in the extremities and
torso unti ali muscle groups are paralyzed and
respiration ceases. However, full consciousness
remains intact, and patients can experience
intense fear when they can no longer breathe.
They can also sense pain. The experience can be
hormific for patients...The most common type of
emmor with neuromuscular blockers appears to be
administration of the wrong drug...Practitioners
thought they were adménistering a different drug,
so patients may not have been supported with
mechanical ventilation..."

Review of document titied Joint Commission eyes
overrides of dispensing cabinets dated May, 2018

Administration Policy has been
revised, which revisions are
scheduled to be approved on
November 27, 2018, to detail
required monitoring of patients
receiving medications. Specifically,
the amended Medication
Administration Policy states that the
patient's clinical status is monitored
to evaluate patient response to
medication and/or adverse
reactions, and the duration and
frequency of monitoring is based on
the patient’s condition, the type of
medication, and route of
administration. Such monitoring may
include, but is not limited to, direct
observation, monitoring of vital signs
and neuro checks. The Medication
Administration Policy has been
further amended to require specific
documentation in the medical record
regarding medication administration.
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) e The Hospital reviewed its policies
A 144 _Co“t'"ued me page4 A5 and procedures related to moderate
:ghme Ameg:‘.::n Joumzl of H_ealm—Sst‘Lef:l - sedation, specifically the Standard
armacy documented, "...vice president at the -
Institute for Safe Medication Practices (ISMP) Operaﬁung Procedure for. Moderate
said her organization has long considered ADC Sedation, to ensure sufficient
[automated dispensing cabinef] overrides safeguards are in place. The
potentially problematic. One of the big problems Hospital determined that it has in
with :hl_ﬂomst;dﬁpenﬂﬂg _Cab'"_e‘sl';o‘t g\:t_ place comprehensive guidance
somenmes are overriding witho! VINg an 1 .. .
order " she said. "Thefe's no verbal order written reg:rdlng i a(.jmlnlstrat-lf? n of
down, or they're anticipating an order, so they get _mo elfate sedation, speci |caII¥
a drug from the cabinet”._" including procedures for ensuring
patients receiving sedation are
Review of the document titied Evaluation of continuously observed and
Medications Removed from Automated : physiologically monitored throughout
Dispensing Machines [ADMs} Using the Ovejride ) .
- ’ : the sedation period by a nurse,
Function Leading to Multipie System Changes . 4
documented, .. The override function allows a advanced practice nurse, physician,
nurse fo remove a medication from the machine or other qualified and trained staff as
before a pharmacist reviews the order. The approved by the Hospital's Sedation
PU'PO*"et Oﬁm‘“’ function is to 3"0"; Committee. The SOP for Moderate
access o ications in u:gentlemergen ti . i
skuations.. Adminisiering medicaions prior 1 a Sedation detaﬂs the fOSt an:sthes a
pharmacist review increases the risk of ’e°°§’e’y sctorlng sy§ =i ?n SO
medication estors... The challenge with ADMs is to that is required to discontinue
prevent medication ovemrides in nonurgent monitoring. The SOP for Moderate
settings and to avoid administering medications Sedation also includes conditions for
from °a“’§;5 Rarhavenotieen reviewed by transporting patients who have
M undergone moderate sedation,
Review of the document titied The Drug inCquing required mlonitoring. The
Summary for Midazolam Hydrochloride (Versed). Hospital has determined that no
Retrieved from PDR, 2018, hitp://www_pdr.net updates to the SOP for Moderate
documented, ... CLASSES AnxiOMlcs Sedation are required.
Benzodiazepine Sedative/Hypnotics Other
General Anesthetics... Administration of o
e Training: By December 3, 2018, the 12/3/18

midazolam requires an experienced clinician
trained in the use of resuscitative equipment and
skilted in airway management... Monitor patients
for early signs of respiratory insufficiency,

Hospital is requiring all managers,
clinical staff leaders (CSLs), nurses,
licensed practical nurses (LPNs),
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respiratory therapists and
A 144 | continued From page 5 A 115 paramedics working in inpatient and
respiratory depression, hypoventitation, airway procedural areas of the Hospital to
obstruction, or apned {L.e., via puise oximetry), complete education through its on-
which may lead to hypoxia and/or cardiac arrest. . : .
line education system, which
Review of the Centers for Medicare and Medicaid addresses the updates to the
(CMS) Interpretive Guidelines documented, Transport Policy, High Alert
"...Hospital policies and procedures are expected Medication Policy, and Medication
10 eSS how 1 mapner and equency.o Administration Policy including th
monitoring, considering patient and drug risk .n olcy . .Ud 9 : °
taclors. are determined. as well a5 the requirements for monitoring patients
information to be communicated at shift changes, during transport and during and after
including the hospital's requirements for the medication administration,
method(s) of communication. Policies and appropriate handover, and related
procedures felated o [V medication medical record documentation. No
adminisiration must address those medications liviical staff berfistad &b
the hospital has identified as high-alert Ginical siay memees isiod above
medications and the monitoring requirements for will be able to begin shift after
patients receiving such drugs intravenously...” December 3™ without confirmation of
) ) - o training and subsequent competency
Review of the hospital's policy titied Medication testing. The Hospital's Chief
Administration documented, "[Named Hospital] Nursing Cfficars motiter this
staff validate the five rights of medication g ! ; .
admintstration to minimize medication education requirement and provide
emors...Right patient; Right medication; Right regular updates to directors of these
dose; Right route..Rigtit time to adhere to the departments to ensure compliance.
prescribed frequency and time of
administration...Document medication b g _—
administration in the electronic medical record to * Monitoring: Beginning on December | 45/3/18
include, at a minimum, the following...Date and 3, 201'8 and continuing for the
time of administration; Medication name and following three months, the
strength; Dosage of medication Hospital's Chief Nursing Officers will
M“'”S‘;’M-R";t; qa‘;](‘"'sﬁﬁat":j"égﬂ_me’e oversee weekly chart reviews of 5
was no gocumentaton n this poticy ing any " .
procedure or guidance regarding the manner and patients from each unit, randgmly
frequency of monitoring patients during and after selected, to assess for compliance
medications were administered. with improvement in medication
] safety, transport and monitoring of
2. Medicat record review for Patient #1 revealed patients. Such patient records will be
Thepatient weis admiticd to the hospital on reviewed for documentation of the
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appropriate monitoring, handover
A 144 | continued From page 6 A 115 communication, and documentation

12124717 with diagnoses of Intraparenchymal
Hematoma of the Brain, Headache,
Homonymous Hemianopia (vision field loss of
both eyes}-Left, Atrial Fibriflation, and
Hypertension. The record revealed the patient
was awake, alert and oriented and spent time
shopping prior to hospitalization.

The record revealed Patient #1 was transported
to Radiology for a PET (Positron Emission
Tomography) scan on 12/26/17 for a full body
scan. The procedure was scheduled for 2:.00 PM.
There was no documentation in the medical
record the time the patient arrived in Radiotogy.
Patient #1 was alert and oriented. While in
Radiology Patient #1 requested something for
anxiety before the PET scan procedure fiue to
being claustrophobic.

Review of the medication order #60651186 dated
12/26/17 at 3:00 PM revealed the physician
ordered Versed 2 mikigrams (mgs) intravenously
for the patient's anxiety during the PET scan
procedure.

Review of the Automatic Dispensing Cabinet
(ADC) detail report revealed the order was
entered on 12/26/17 at 2:47 PM. Pharmacy had
verified the order at 2:49 PM.

Review of the ADC detail report dated 12/26/17
revealed at 2:59 PM Registered Nurse (RN) #1
took the medication Vecuronium 10 mgs (a
neuwromuscular blocking agent which causes
paralysis) from the ADC locaied in the Neuro
Iintensive Care Unit (ICU) using the overmide
feature, instead of taking the Versed medication
that was ordered for Patient #1. There was no
physician order for Patient #1 to receive

consistent with the Transport Policy,
Medication Administration Policy and
High Alert Medication Policy. In the
event such an audit reveals non-
compliance, inconsistencies or
questions, the Chief Nursing Officers
will follow-up with the unit level
nurse managers for additional steps
required to achieve compliance,
such as targeted education and
training. The Chief Nursing Officers
will review monthly updates of such
chart review audits to the VUMC
Nursing Quality Committee.

The Hospital has reviewed its policies and
procedures related to access and
administration of Paralyzing Agents and
made the following changes:

¢ A multi-disciplinary work group
comprised of Hospital leaders
including Physicians, Pharmacy,
Risk, Nursing, Quality, and Health
Informatics was convened beginning
on January 19, 2018 to assess
Paralyzing Agents included on the
override medication list. This
workgroup determined to remove
vecuronium from the AcuDose
(Hospital's automated dispensing
cabinet) override status list, which
removal was approved by the VUMC
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Pharmacy, Therapeutics and
A 144 | Continued From page 7 A 115 Diagnostic Committee on February
vecuronium. The override was not verified by 23, 2018 and implemented on March
P“t?e"“faw L’}eff I ‘102:{"‘::0‘3"3" - Teed 1, 2018. The work group determined
pattent’s medical reco [ adaminister A =
he: Veecuronium o the patient. that rpcur'omum would remain on the
override list, based on the work
Review of a physician note dated 12/26/17 at group’s determination that the
3:45 PM revealed the physician documented, clinical risks to patients of not having
"Cals':d ] ‘r:gde Lt Lo p_a"‘f“t it access to rocuronium outweighed
pulseless and unresponsive on amrival. pa )
was emergently nfubated and refrieved ROSC the poFentlaI safety bgneﬁts from
[retum of spontaneous circulation] after 2 - 3 remoylng the Paralyzing Agent from
rounds of chest compressions. Patient override status. The Hospital's
transferred to Neuro 1CU”. Medication Safety Officer in
= . a0 ! partnership with the VUMC
Review of the Nurse Practitioner's (NP) note .
5
dated 12/26/17 revealed the NP documented, ;harmac;y ’ ‘Crhe aPt‘: Ut'cs.l?nd
"Patient was doing weill and transfefred to the IaGNeSUE ) IS V_V' rea.ssess
stepdown unit. On 12/26/17, patient was the Paralyzing Agents, including
readmitted o NCU [neuro critical care] after rocuronium, on the override list
suffering cardiac amest while while off the unit to annually.
undergo PET scan..”
Review of the physician's nole dated 12/27/17 e The Hospltal ha§ changed the 11/27/18
revealed the physician documented, "I discussed naming convention fro!'n
the case with the neurology team and it is feit that “Neuromuscular Blocking Agents”,
these changes in exam likely represent as referenced in certain policies,
progression towards but not complete brain including the High Alert Medication
death...very low Bkelihood qf."eumlog'cal Policy, to “Paralyzing Agents” for
recovery, we made the decision to pursue h h he Hospital
comfort care measures. [Patient #1] was made a conSIstenc.:y throughout the ospnta :
DNR [do not resuscitate]...” The physician The Hospital has also standardized
documenied the patient was extubated (removed the nomenclature utilized for
from mechanical ventilation) on 12/27/17 at 12:57 Para'yzing Agents across the
AM and expired on 12/2717 at 1:07 AM. Hospital in eStar (Hospital’s
3. Telephone interview with |-)n 1/5118 electronic medical record) and .
beginning at 4:41 PM, -was asked to AcuDose, such that both electronic
describe the circumstances leading up to Patient systems present the name as
#1's death beginning on Tuesday 12/26/17. RN “PARALYZING AGENT" followed by
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Continued From page 8 the medication name. Paralyzing
A1441 4 stated, "I was in a patient care role, | was the A 115 Agents will no longer be able to be
help-all nurse. A help-all nurse is a resource pulled up on the AcuDose override
nurse a;gé:‘:ﬁ;‘kﬁ'i:zms; S screen by typing in the drug name.
downstairs to Radiology PET scan and administer Instead, "PARA" will be typed in - the
the medication Versed to Patient #1 because the first two letters of “Paralyzing Agent
patient was nof able to tolerate the PET scan - which will then pulI up the list of
procedure or they would have to send the patient Paralyzing Agents in the AcuDose
back and reschedule it cabinet. The four Paralyzing Agents
EdinEsheseacnediDRENetses are the only medications that result
under her profile & the ADC and he/she couldn't . ]
find it. The RN stated heishe then chose the on both electronic systems in a
override setting on the ADC and searched for the search for “PARA’. Signs are
Vi . attached to the AcuDose cabinets
ﬁstﬁtw she was talking to the Orientee indicating that “PARA” must be used
while he/she was searching the ADC for the to access Paralyzing Agents. The
ersediand had yped [ St et e rsiot new nomenclature of “Paralyzing
Versed which are VE and chose the 1st T .
medication on the list. Agent: [medication name]” will be
ated hefshe took out the medication vial effective in both eStar and AcuDose
out of the ADC, and looked at the back of the vial as of November 27, 2018. Effective
at me,idi’e‘?ﬁms_mr how much to reconstitute it on November 27, 2018, this updated
with. —V?"ﬁed hoei ot il s procedure is documented by an
name on the vial. e
ted he/she grabbed a sticker from the amendment to the Hospital's High
patient's file, a handful of flushes, alcohoi swabs, Alert Medications Charts for both
a biunt tip needie. [{Bj{@)llstated hesshe put the Adult Patients and Pediatric
medication vial in a baggie and wrote on the Patients, which are incorporated intc
baggie, "PET scan, Versed 1-2 mg" and went lo the High Alert Medications Policy.
::Tmlogyto administer the medication to Patient These charts have been amended to
NBYE was asked how long it took her o get list the four (4) specific Paralyzing
the Radiology depariment PET scan, and Agents available at the Hospital, and
stated, "5 minutes or less, it was my first time to to reflect the updated nomenclature
go to PET scan, ! had to ask for directions” (6] of "Paralyzing Agent [medication
tated, "1 saw one patient [who was Patient namel’.
#1] on one of our beds, | checked the patient for
his/her identity, and told her | was there to give
e On November 27, 2018, the Hospital | 11/27/18

him/her something to help him/her refax”.

will implement warning in AcuDose
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Continued From page 9 and eStar, stating: “WARNING:
A 144 | issEilistated, " reconsituted the medication and A 115 PARALYZING AGENT - Causes
;Th‘easufe‘i ‘:‘:daﬂ:;j“;t ! “e%w Respiratory Arrest — Patient Must Be
e RN stated Radiology nician #1 was : » ;
there at the time he/she administered the Vent":te ddihTZe. '}'\ozr |trtall\;1a:' i
medication IV to Patient #1. [[§j{§Jllstated he/she amengecieligaetiviedications
left the Radiology PET scan area after he/she Charts for both Adult Patients and
had administered the medication to Patient #1. Pediatric Patients, effective on
RN #1 was asked how muc:' medication did November 27, 2018, to specify this
he/she administer to Patient #1, and the ; .
' op-up warning as a Specific Saf
stated, "1 can't remember, | am pretty sure | gave gt P t P for P P?RALYZFN G ety
[himvher] 1 militter. rategy ror
{BB)l was asked what was done with any left AGENTS.
over medication, and the RN stated, "I put the left
over in the baggie and gave it o [Named RN e« On November 27, 2018, the Hospital | 11/27/18
#2].." qn g
will implement new procedures for
IB)B) was asked what hefshe did after hri kpe N K P e ddod
administering the medication to Patient #1, and shrink wrap packaging to be adde
the RN stated hefshe left Patient #1 in Radiology. to all vials of Paralyzing Agents
[BY@) confirmed that he/she did not monitor dispensed in AcuDose throughout
Patient #1 after the medication was administered. the Hospital, and effective
e ;"'zs_fkt‘?d ‘:’;‘?};};"Pﬁ'ﬁg “‘;;gd the November 27, 2018 amendments to
stated, "Patient ITH| S ng T i
outside in the hallway...we heard a rapid the Hospital’s High Alert Med|cat|ons
response call for PET scan. That was a red flag Charts for both Adult Patients and
since the patient was curs, so [Named RN #2] Pediatric Patients will be approved
called down there [tg the PET scan} but lhgre was to specify a Specific Safety Strategy
no answer. The family looked at us and said that all Paralyzing Agents dispensed
"ours?" [Named RN #2] said “we are going to = N "
) . ) in AcuDose cabinets throughout the
make sure." We tried to call PET scan again, we . . .
were being responsible 10 go to see If it was our Hospital will have shrink wrap
jent'. packaging. The Hospital Executive
stated that he/she and RN #2 went to PET Pharmacy Leadership will monitor
_S‘ia’l; a‘t"z W":’;\ :‘dey a"_'Veg Paht;': ilt W"f_h compliance with the required shrink
intubated an regained a e. q .
stated he/she, Physician #2, and the Charge wrap packaging of Paralytic Agents
Nurse moved Patient #1 back to the ICU. by conducting random audits of all
D)@ stated, "1 toid [Named Physician #2] that | AcuDose cabinets throughout the
had given [Patient #1] Versed a few minutes hospital and validating packaging
ago...| reminded the Nurse Practitioner that compliance for a minimum of three
FORM CMS-2567 (02-99) Previous Versions Obsolete Event ID: NVYT11 Facility ID: TNP53127 If continuation sheet Page 10 of 105
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asked, "Is this the med you gave [named Patient
#11?* and [B){)) responded "yes". [{B)Eflithen
stated RN #2 said, “This isn't Versed, It's
Vecuronium.”

B)(E)) stated, went into Patient #1's room and
informed Physician #2, and the NP that hefshe
had made a mistake and administered
Vecuronium to Patient #1 instead of Versed.

Y@ was asked if it was documented he/she

had administered the Vecuronium in Patient #1's
medical record. (B)(6)stated, "t did not. | spoke
with [Named Nurse Manager] and hefshe told me
the new system would caplure it on the MAR
[Medication Administration Record]. ) asked and
[the Nurse Manager] said it woukd show up in a
special area in a different color.”

BN was asked if he/she could remember how

much Vecuronium she administered to Patient
#1, and [BJBl stated, *1 would have given 1
milligram *

B was asked if heishe talked to anyone at

the hospital in the days after the event, and the
RN stated, "1 did have some conversations with
risk management. | dont remember all | said. it
was on the phone. | came back on the 3rd
[January] and saw [Named Nurse Manager]. That
is when | was terminated. They sent me to an
employee resource counsetlor for rry own

(X4) ID SUMMARY STATEMENT OF DEFICIENCIES ID PROVIDER'S PLAN OF CORRECTION (X5)
PREFIX (EACH DEFICIENCY MUST BE PRECEDED BY FULL PREFIX (EACH CORRECTIVE ACTION SHOULD BE COMPLETI
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Continued From page 10 months of consecutive 100%
A 144 | patient #1 was awake but unmonitored when | A115 compliance.
gave the Versed".
RN #1 stated RN #2 approached him/her and e As of November 27, 2018, the 11/27/18

Hospital will finalize and implement
new procedures to require the
additional Specific Safety Strategy
for all Paralyzing Agents to include
an Independent Double Check
conducted by two licensed
registered nurses prior to the
administration of a Paralyzing Agent,
where electronic clinical systems
prompt dual sign off for bolus doses
and upon the following for infusions:

o Initiation of infusion

o Change of container

o Handover
The Hospital has amended the High
Alert Medications Charts for both
Adult Patients and Pediatric
Patients, which revisions are
scheduled to be approved on
November 27, 2018, to specify the
Specific Safety Strategy that all
Paralyzing Agents require such
Independent Double Check.

personal wellbeing.” Training: By November 26, 2018, 11/26/18
MBJEIN was asked about the "heip-all nurse” role every nurse and paramedic who
and waslihereitoEumeniationloh Mt wvasIdone work in an area of the Hospital
SO R0 RISHT, AT mq!ktatec, ryod where Paralyzing Agents are
do something, you just chart it for that patient". , _ _ _
TheBiB)stated there was not an actual job available in AcuDose dispensing
description for the role of a "help-all nurse” cabinets, are required to complete
an online training module outlining
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Continued From page 11 the process changes, Independent
A 144 | 4 interview with [IEGINGSI (RT) #2 A 115 Double Check, vial packaging and
on 110”; at 1:30 PM the RT was ?Sked about naming convention changes. Any
the events surrounding [Named Patient #1°s] nurse ramedi ff member
medication efror in December. RT #2 stated, ) o(;‘ fa | K; . ] b.e
wPatient #1] was an inpatient brought down by required to complete such training,
Transwt_ and was dropped offina M'Way Me and WhO haS not Completed the
and ancther girf went to get the patient and put in computer-based training prior to
an injection room. [Patient #1] said he/she was November 27, 2018 for any reason,
c'at‘i‘:“tf’p“"b'c so ';‘: 0“'3': grlwg;l:: “‘eme including being on vacation or not
paltents Nurse...a franspo er by scheduled to work at the Hospital
patients room and noficed hefshe was . he ti iod. will not b
unresponsive. We were in the control room, we dunn'g the time p.erlo i will no _e
have cameras that we can view but not o the permitted to begin their next shift at
point of seeing if they are breathing.” the Hospital without first completing
RT #2 was asked how long the patient was in the the required training. The Hospital is
room by him/herself before the ransporter monitoring the completion of the
motcediinherIRTy £2istaied 1SS goNgit required training programs, and as
quess, maybe 30 minutes. | don't kKnow q g programs,
specifically. I ran fo call the code and [Named RT of November 21, 2018, 1,334
#1] started CPR_.* individuals, which is 53% percent of
the Hospital's staff members
Telephone interview on 11/5/18 at 929 AM with required to receive the education,
(Patient #1's primary care nurse prior lo had completed the trainin
the Event) the [[B)B)] was asked to describe the comp ¢ S
events surrounding Patient #1's death. requirement
stated, *.. [Patient #1] was scheduled for a PET 11127118
scan and was nervous...PET scan called me and Monitoring: The Hospital will
told me the doc [doctor] had ordered an IV med implement several measures to
[medication] for anxiety...| refayed 1o the help all monitor compliance with the updated
nurse and [Named RN #1] agreed to go and medication administration
administer it. | don't remember the timing, | heard . EBSnelen
the code, they brought [Patient #1] back to an requirements. beginning on
ICU room. | went over ta ICU to give report to the November 27, 2018, the Hospital's
nurse taking care of the patient and [Named RN Enterprise Medication Safety Officer,
#1] handed me a vial in a bag...I went back to my in collaboration with the Chief
desk to do some charting and then | reafized it Nursing Officers, Executive
[Vecuronium had been administered instead of . :
Versed] | went and told my charge nurse and | zraf;ma.ﬁy Leaqlershlp,t:F d Ch":tf Off
gave the bag to hinvher. That was the end of my s  SIMONTENAE BONSHA
overrides from AcuDose cabinets for
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Continued From page 12 paralyzing agents, which will be
A 144 | involvement.” A115 reviewed at the medication safety

[B)@ was asked how long he had the bag with
the vial in it before hefshe realized it was the

wrong medication. stated, "It was less than
15 minutes.."
Telephone interview with [j§fllon 11/5/18

beginning at 1:15 PM he/she was asked about
the events that lead up to Patient #1's death, and
BB stated. “Transportation brought [Patient #1]
in and | talked to [Patient #1] about the scan.
He/She said he/she needed some medication for
anxiety and heishe had gotten some when he/she
had an MRI. | calied {Patient #1's] nurse to let
himher know and the doctor that she could not
go through the scan, so the doctor ordered
Versed. We had a busy day that day, it was a full
schedule. We were going to send [Patient #1]
back if they coukin't come and give him/er the
med. [Patient #1's] nurse asked if our nurses
could give it, so [ asked them and they said no
because the patient would need to be monitored.
| then asked [the patient's] nurse if he/she would
need to be monitored and he/she said no and
he/she would sead angther nurse. | injected the
[radioactive] tracer for the scan knowing she was
going to get the medication. We can't do the PET
scan for an hour after the tracer is injected so it
can circulate throughout the body. Two nurses
came down and hefshe asked if this was the
patient that needed the med. [The nurse] gave
the med and then we put [the patient] into our
patient room. That is where they wait the hour_1
went back into the scan room. Sometime later,
the transporter was there to pick up [Named
Patient #1}, he found himMer unresponsive, we
called the rapid response, | started chest
compressions and [Named RT #2] got the crash
cart...”

committee, as well as on the unit
level, and assessed for
appropriateness. Such monthly
reporting will be ongoing, and
continue for three months following
November 27, 2018. Thereafter, the
Enterprise Medication Safety Officer
will continue to periodically review
and provide override performance
reports as part of ongoing
medication safety committee work.

In addition, beginning on November
27, 2018 and continuingon a
monthly basis until 100%
compliance is achieved, Hospital's
Chief Nursing Officers will review
monthly reports of Independent
Double Check, in order to verify
compliance with the Independent
Double Check procedure for
Paralyzing Agents. Such monthly
reporting will be provided to
medication safety committees and
the Hospital's Nursing Quality
Committee.

The Hospital also imposes the following
general requirements for nurse training and
education regarding its policies and
procedures:
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Continued From page 13 In regard to nurse training on
A 144 | iBllwas asked about how long Patient #1 was RS medication administration, medical
in the room after the nurse came and record documentation, and
g":ﬁﬁ;"gﬂ‘? 'uks“e@c‘;m’;;:"‘:i-l ﬁst‘;vated, L monitoring of patients receiving
y 3U min of uptake ume left. we ) . .
could see himer through the camera from medlcat|9n, all newly hired nurses
where we were. He/She had her eyes closed the are required to complete computer-
entire time, we thought it was a light issue with based training related to the
her eyes. The camera isn't sharp enough to pick preparation of drugs and safe
ﬁeaﬂ\ing. [rise and fall of the ches{]" medication practices. All nurse
. was .ask:ifnmt_#tfwas '“_O“t;“’re‘; residents, who are new graduate
after receving lon Tor anxiety, angj ) . - .
AN registered nurses hired with less
(§{Bstated that the RN #1 did not stay and monitor giste " i
the patient after he/she administered the than six months of nursing
medication. experience, are required to complete
PATIENT RIGHTS: FREE FROM such education regarding safe
A 145 | ABUSEMARASSMENT medication practices, as well as

CFR(s). 482.13(cX3)

The patient has the right to be free from al forms
of abuse or harassment.

This STANDARD is not met as evidenced by:
Based on standard of practice, document review,
review of hospital poficies and procedures,
interpretative guidances, Review of Tennessee
Code Annotated, medical record review and
interview, the hospital faied fo ensure patients
were free from ak forms of abuse when a Critical
Care Registered Nurse (RN} neglected to
administer medication as ordered to 1 of 5
(Patient #1) sampled patients review for
medication esmors and failed to monitor for any
untoward effects as the patient experienced
respiratory/cardiac amest. The hospital failed to
report this incident to the Tennessee Depariment
of Health as mandated.

The failure of the nurse to administer the

attend a workshop on medication
safety. These trainings have been
updated to include education as to
the revisions to the Medication
Policy, the new nomenclature for
Paralyzing Agents, the updated
requirements for monitoring patients
receiving High Alert Medications.

s Further, all nurses and nurse
residents receive ongoing education
on an annual basis regarding a
variety of topics determined by
Hospital nurse leaders, educators
and staff. Nursing staff must validate
competency in the identified topics
between January and June of each
calendar year through a variety of
methods, including an online
learning module, skill validation on a
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Continued From page 14 mannequin, observation of daily
A 145 | medication as ordered and to ensure the patient A 115 practice, etc. The Hospital will
was monitored for untoward effects resulted in a include medication administration,
SERICUS and IMMEGISIE. THEEAT o 1he patient monitoring, documentation
heaith and safety of all patients and placed them d eibar i di d iri thi
in IMMEDIATE JEOPARDY and risk of sefious Al GG ISSMES AISCURSCH N 1nis
injuries andvor death. Plan of Correction in such annual
competencies, as appropriate and
The findings inciuded: based on the issues revealed in
) — . results of the audits described
1. Areview of the “Lippincott Manual of Nursing herein
Practice 10th Edition” documented, “...Watch the ) ) . . o
patient's reaction to the drug during and after The Hospital has reviewed its policies and
administration. Be alert for major adverse effects, procedures related the role of the “Help All
such as...respiratory distress..NURSING Nurse”, which is a type of resource nurse,
ALERT.._mevm‘use is uttimately accountable for and made the following changes:
the drug administered._.*
11/20/18

A review of the "ISMP List of High-Alert
Medications in Acute Care Seitings...ISMP 2018"
documented, *_..High-alert medications are drugs
that bear a heightened risk of causing significant
patient harm when they are used in
emor...Classes/Categories of
Medications...moderate sedation agents, IV
[Intravenous] (e.g.[for example]...midazolam
[Versed]...neuromuscufar blocking agents
(e.g...rocuronium, vecuroniumy..."

2_Review of "Paralyzed by Mistakes: Reassess
the Safety of Neuromuscular Blockers in Your
Facility" documented, *...Neuromuscular blocking
agents are high-alert medications because of
their well-documented history of causing
catastrophic injuries or death when used in
error...Because neuromuscular blockers paralyze
the muscies that are necessary for breathing,
some patients have died or sustained serious,
permanent injurles if the paralysis was not
witnessed by a practitioner who could intervene.

The Hospital has updated Scope of
Care documents in each department
that relies on a “Help All Nurse” (or
similar position), in order to define
the applicable role and duties. At
the Hospital, “Resource Nurse” is
generally used to describe a nursing
role that usually does not take
patient assignment during the shift
but takes direction from the Clinical
Staff Leader or Resource Staff
Leader to assist other nurses as
workloads demand, including rapid
response teams, STAT calls, and
transports. Resource Nurse roles in
various departments include Float
Nurse; Procedural Nurse; Admit
Discharge, Transfer Nurse; and
Patient Flow Nurse. The Scopes of
Care were revised in intensive care
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Continued From page 15 units and non-intensive care units to
A 145 A 115 define the applicable Resource

After a patient receives a neuromuscular blocker,
progressive paralysis develops, initially affecting
the smali muscle groups such as the face and
hands, then moving to larger muscle groups in
the extremities and torso untit at muscle groups
are paralyzed and respiration ceases. However,
full consciousness remains intact, and patients
can expesience intense fear when they can no
longer breathe. They can also sense pain. The
experience can be horrific for patients... The most
common type of error with neuromuscular
blockers appears to be administration of the
wrong drug...Practitioners thought they were
administering a different drug, so patients may
not have been supported with mechanical
ventilation..."

3. Areview of the hospital's "High Alert
Medications" policy documented, .. High Alert
Medications - Medications that bear a heightened
risk of causing significant patient harm when
used in efror...Medication orders are reviewed by
a phammacist prior to removal from fioor stock or
an automated dispensing cabinet unless... A delay
would harm the patient {including sudden
changes in a patient's clinical status...Additional
strategies are followed for a specified list of High
Alert Medications.. Higher level decision
support...Independent Double-Check where
electronic clinical systems prompt dual signoff..."
Vecuronium was listed as a high alert medication.
There was no documentation in this policy
detailing any procedure or guidance regarding the
manner and frequency of monitofing patients
during and after medications were administered.

Review of the facility's "Medication
Administration” documented, "TNamed Hospital]
staff validate the five rights of medication

Nurse role (including the “Help All
Nurse” as applicable) by November
20, 2018. Nursing leadership of
each Hospital department that
utilizes such a Resource Nurse role
will review the departments Scope of
Care document on an annual basis
to ensure duties of the position
remain complete and accurate.

The Hospital has reviewed its policies and
procedures related to state reporting, and
has made the following changes:

The Hospital reviewed its
Occurrence Reporting: Patient and
Visitor policy, which outlines
requirements of every Hospital
employee, attending physician and
house staff member to report certain
occurrences to the Hospital's Office
of Risk and Insurance Management,
either through the online occurrence
reporting system or through a phone
call to Risk Management. The
Hospital has revised the Occurrence
Reporting: Patient and Visitor policy
to require Risk Management to
report any a) incidents of abuse,
neglect, or misappropriation reported
to the Hospital department as
complaints for certification
processes; b) strike by staff; c)

11/27/18
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Continued From page 16 external disaster impacting a
A 145 | agministration to minimize medication A 115 Hospital facility; d) disruption of any

errors...Right patient; Right medication; Right
dose; Right route...Right time to adhere to the
prescribed frequency and time of
administration...Document medication
administration in the electronic medical record to
include, at a minimum, the following...Date and
time of administration; Medication name and
strength; Dosage of medication
administered...Route of administration...”

There was no documentation in this policy
detailing any procedure or guidance regarding the
manner and frequency of monitoring patients
during and after medications were administered.

Review of the hospital's "lnterpretive Guidelines
for Reportable Events" revised July 2009
revealed, "Effective May 27, 2009, the Health
Data Reporting Act of 2002 was amended by
Public Acts of 2009, Chapter 318. The new law
provides that all ficensed health care
facilities...shall only report incidents of abuse,
negiect, and misappropriation that occur at the
facility fo the Depariment. For state ficensure
purposes, the facility is required to make the
report within seven (7) business days from the
date that the facility identifies the incident...
Definitions... 'Neglect' means the failure to
provide goods and services necessary to avoid
physical ham..."

4. Review of State Operations Manual, Appendix
A Survey Protocol, Regulations, and Intetpretative
Guidelines for Hospitals reveaied, "...482.13(c)
(3)... The intent of this requirement is to prohibit
all forms of abuse, neglect (as a form of abuse)
and harassment whether from staff... The hospital
must ensure that patients are free from all forms
of abuse, neglect, or harassment... Neglect... is

service vital to the continued safe
operation of the Hospital facility, or
to the health and safety of its
patients and personnel; and €) fires
at a Hospital facility that disrupt the
provision of patient care services or
cause harm to the patients or staff,
or that are reported by the facility to
any entity, including but not limited
to a fire department charged with
preventing fires. These policy
revisions are scheduled to be
approved by Executive Policy
Committee of the Medical Center
Medical Board effective November
27, 2018. The Occurrence
Reporting: Patient and Visitor policy
places the responsibility for reporting
to the Tennessee Department of
Health pursuant to the Health Data
Reporting Act of 2002 with the Office
of Risk and Insurance Management.

Effective on November 27, 2018, the | 11/27/18
Hospital will implement a revised
procedure during the established
weekly meeting of the Event Review
Committee to include regular
evaluations of whether occurrences
reported to the Office of Risk and
Insurance Management require a
report to the Tennessee Department
of Health, pursuant to state law
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Continued From page 17 requirements. The Event Review
A 145 A 115 Committee reviews patient events

occurs.."

agencies_."

cause to suspect that an adult has

considered a form of abuse and is defined as the
failure to provide goods and sefvices necessary
to avoid physical harm, mental anguish, or mental
iliness. The following components are suggested
as necessary for effective abuse protection...
Report/Respond. The hospital must assure that
any incidents of abuse, neglect or harassment
are reported and analyzed, and the appropriate
comrective, remedial or disciplinary action

The "RULES OF TENNESSEE DEPARTMENT
OF HEALTH BOARD FOR LICENSING HEALTH
CARE FACILITIES CHAPTER 1200-08-01
STANDARDS FOR HOSPITALS " documented
on page 31, "...(6) Pharmaceutical Services...(d)
Adverse drug events, both adverse reactions and
medication erors, shall be reported according to
established guidelines to the hospital
performance improvement/risk management
program and as appropriate to physicians, the
hospitat governing body and regulatory

5. The "Tennessee Code Annotated Title
71...Chapter 6...Part 1..."* documented,
"..71-6-103._.Any person, including, but not
limited to, a physican, nurse.. having reasonable

suffered...neglect ..shall report or cause reports
to be made in accordance with this part. Death of
the adult does not refieve one of the responsibility
for reporting the circumstances surrounding the
death...If a hospital...or any other organization or
agency responsible for the care of adults has a
specific procedure, approved by the director of
aduit protective services for the department, or
the director's designee, for the protection of
aduits who are victims of.._.neglect...any member

with harm or potential harm on a
weekly basis, to identify those
events which may require an Event
Analysis pursuant to the Hospital
policies, further investigation by Risk
and Insurance Management,
external reporting, or other potential
safety or risk issues. The Event
Review Committee is a Quality
Improvement Committee (QIC) as
defined pursuant to TCA §§ 63-1-
150 and 68-11-272 and is comprised
of representatives from Risk and
Insurance Management; Quality,
Safety, and Risk Prevention; and
Patient Safety Officers. The Event
Review Committee reports to the
Self Insurance Trust, which reports
to the Hospital Medical Center
Medical Board. The participants of
the Event Review Committee have
been informed of the changes to the
Occurrence Reporting policy and
these additional procedures. The
Senior Vice President of Quality,
Safety and Risk Prevention and the
Vice President of Risk and
Insurance Management will continue
participate in such weekly committee
meetings and will monitor state
reporting processes to ensure the
Hospital reports as required by state
and federal law. Further, the

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

Event ID: NVYT11

Facility ID: TNP53127

If continuation sheet Page 18 of 105




DEPARTMENT OF HEALTH AND HUMAN SERVICES
CENTERS FOR MEDICARE & MEDICAID SERVICES

PRINTED: 11/16/2018
FORM APPROVED
OMB NO. 0938-0391

STATEMENT OF DEFICIENCIES (X1) PROVIDER/SUPPLIER/CLIA (X2) MULTIPLE CONSTRUCTION (X3) DATE SURVEY
AND PLAN OF CORRECTION IDENTIFICATION NUMBER: COMPLETED
A. BUILDING
B. WING C
440039 11/08/2018
NAME OF PROVIDER OR SUPPLIER STREET ADDRESS, CITY, STATE, ZIP CODE
VANDERBILT UNIVERSITY MEDICAL CENTER 1211 MEDICAL CENTER DRIVE
NASHVILLE, TN 37232
(X4) ID SUMMARY STATEMENT OF DEFICIENCIES D PROVIDER'S PLAN OF CORRECTION (X5)
PREFIX (EACH DEFICIENCY MUST BE PRECEDED BY FULL PREFIX (EACH CORRECTIVE ACTION SHOULD BE COMPLETI
TAG REGULATORY OR LSC IDENTIFYING INFORMATION) TAG CROSS-REFERENCED TO THE APPROPRIATE DEFICIENCY ON DATE
Continued From page 18 Hospital is currently communicating
A 145 | ofits staff whose duty to report under this part A 115 with the Tennessee Department of
arises from the performance of the staff Health regarding additional guidance
member's services as a member of the staff of on reportable events under state
the organization may, at the staff member's I
option, fulfil that duty by reporting instead to the S
persoa in charge of the organization or the
organization head's designee who shall make the e The Hospital has reviewed its policy | 11/27/18

report in accordance with this chapier._.An oral or
written report shall be made immediately ko the
department upon knowiedge of the occurence of
suspected.. neglect...of an adult.."

The "Tennessee Code Annotated Tile
68...Chapler 11._.Part 2._" documented,
*...68-11-211__Reporting incidents of abuse,
negiect..As used in this section.._"Departinent®
means the department of heaith..."Facility means
any facility licensed under this part.. "Neglect*
means the failure to provide goods and sefvices
necessary to avoid physical harm...each facility
shall report incidents of_..negiect...that occur at
the facility to the department within seven (7)
business days from the facility's identification of
the incident...Nothing in this section shak be
construed to eliminate or aiter in any manner the
required reporting of_._.negiect...or any other
provisions of._titie 71, chapter 6, part 1.."

6. Patient #1 was admitted to the hospital on
12/24/17 with diagnoses of infraparenchymat
Hematoma of the Brain, Headache,
Homonymous Hemianopia (vision field foss of
both eyes)-Left, Atrial Fibrilation, and
Hypertension.

Patient #1 was transported to Radiology for a
P.E.T. (Positron Emission Tomography) scan on
12/26/17 for a fult body scan. The procedure was
scheduled for 2:00 PM. Patient #1 was alert and

outlining reporting requirements to
the Davidson County Medical
Examiner, including its Deaths
Requiring Reporting to the Medical
Examiner policy (hereinafter,
“Medical Examiner Policy”). The
Hospital has amended the Medical
Examiner Policy, which amendments
are scheduled to be approved on
November 27, 2018, to clarify that all
details supporting a decision of: a) a
suspicious, unusual or unnatural
death, including unexplained
surgical and anesthetic deaths, and
b) death during or as a result of a
diagnostic or therapeutic procedure,
medication error, or adverse,
allergic, or toxic reactionto a
therapeutic agent, shall be reported
to the Medical Examiner. The
revised Medical Examiner Policy
also requires all conversations with
the Medical Examiner's Office to be
documented in the patient’s medical
record, including the rationale for
reporting pursuant to the criteria
outlined in the Policy.
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Continued From page 19 e Training: By December 3, 2018, the | 12/3/18
A 145 A115 Hospital is requiring every Attending

(ADC).

removed from the ADC.

by Pharmacy.

following:

oriented to person, place, time and situation.
While in Radiology, Patient #1 requested
something for anxiety before the PET scan
procedure due to being claustrophobic.

Review of medication order #60651186 order
details dated 12/26/17 ai 3:00 PM, revealed
Versed (Midazolam) 2 mg. (milligrams)
intravenous one time. Administration instructions
documented, "For PET scan if first milligram
insufficient, can give 1-2mg additional if
needed...” Review of the Automatic Dispensing
Cabinet (ADC) detail report revealed the order
was entered on 12/26/17 at 2:47 PM. Pharmacy
verified the order at 2:49 PM. Versed was not
removed from the Automated Dispensing Cabinet

Review of medication order #60651187 order
details dated 12/26/17 at 3:00 PM, revealed
Versed {Midazolam) 1 mg. intravenous one time.
Adminisiration instructions documented, "For
PET scan" Review of the Automatic Dispensing
Cabinet (ADC) detail report revealed the order
was entered on 12/26/17 at 2:47 PM. Pharmacy
verified the order at 2:49 PM. Versed was not

Review of the ADC detail report dated 12/26/17
revealed Vecuronium (a paralytic drug) 10 mg.
injection was pulled at 2:59 PM from the ADC
located in the Neuro ICU using the override
feature. There was no physician order for Patient
#1 to receive this drug. The order was not verified

Review of the time line for the medication error
event that occurred on 12/26/17 revealed the

Physician and House Staff to
complete education regarding the
revised Medical Examiner Policy
requirements, reporting
requirements under state law, and
documentation in the medical record
under the Policy, as well as
documenting communications and
disclosure with family and/or patient
representative.

e Monitoring: The Chief of Staff, Office
of Decedent Affairs and Quality,
Safety and Risk Prevention will
review Medical Examiner reporting
to ensure the Hospital reports as
required by state law. Additionally,
this group will conduct audits of a
designated number of patients who
died under circumstances potentially
reportable under the Medical
Examiner Policy, randomly selected,
in order to assess compliance with
state reporting requirements. In the
event such an audit reveals non-
compliance, inconsistencies or
questions, the Office of Decedent
Affairs will elevate these issues to
the VUMC Quality Steering
Committee to determine whether
additional steps are required for
compliance, such as targeted
education and/or training.

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

Event ID: NVYT11

Facility ID: TNP53127

If continuation sheet Page 20 of 105




DEPARTMENT OF HEALTH AND HUMAN SERVICES
CENTERS FOR MEDICARE & MEDICAID SERVICES

PRINTED: 11/16/2018
FORM APPROVED
OMB NO. 0938-0391

STATEMENT OF DEFICIENCIES

(X1) PROVIDER/SUPPLIER/CLIA

(X2) MULTIPLE CONSTRUCTION

(X3) DATE SURVEY

AND PLAN OF CORRECTION IDENTIFICATION NUMBER: COMPLETED
A. BUILDING
B. WING
440039 11/08/2018
NAME OF PROVIDER OR SUPPLIER STREET ADDRESS, CITY, STATE, ZIP CODE
VANDERBILT UNIVERSITY MEDICAL CENTER 128MEDICGAL, GENTERIDRIVE
NASHVILLE, TN 37232
(X4) ID SUMMARY STATEMENT OF DEFICIENCIES ID PROVIDER'S PLAN OF CORRECTION (X5)
PREFIX (EACH DEFICIENCY MUST BE PRECEDED BY FULL PREFIX (EACH CORRECTIVE ACTION SHOULD BE COMPLETI
TAG REGULATORY OR LSC IDENTIFYING INFORMATION) TAG CROSS-REFERENCED TO THE APPROPRIATE DEFICIENCY ON DATE
Continued From page 20 ] ] . T
A 145 | tient #1 was scheduled for 2 PET scan at 2:00 A 144 | The Hospital has rewewed. lts'pollmes a_md
PM. procedures related to monitoring of patients
No documentation when Patient #1 ammved in during and after medication administration
Radiology. and made the following changes:
An onder for Versed was entered into the
Eompuenalis: SURN AW eIy e The Hospital has revised its policy 1127118

2:49 PM under Patient #1's profie)

at 2:59 PM.

Radiology before he/she administered it.

scan.

response was called.

death and it should have been reported.”

on reporting and it includes abuse, any,

Pharmacy at 2:49 PM. (Versed was available at
An override pull for Vecuronium was documented

There is no documentation of the adménisiration
time or amount of Vecuronium to Patient #1.
RN #1 stated it took about 5 minutes to get to

Patient #1 was found unresponsive and puiseless
in the Radiology Department prior to the PET

A rapid response (Hospital term for emergency
resuscitation) was called overhead at 3:29 PM.
(30 minutes between the imme the drug was pulied
from the ADC in Neuro Unit and the time the rapid

interview with the [IRO) G ond the
[ (6 on

10/31/18 at 1:40 PM, they were asked why this
event wasn't reported to the state. The RO
stated, "I will ask Risk about that because it was a

interview with the (B)(6)l on 10/31/18 at 3:02 PM,
the [B){@)l stated, " talked to Risk Management
about reporting fo the state, and [he/she] stated
we [Risk Management] follow the 2009 state rules

exploitation, fire with disruption of service, strikes,
external disasters, misappropriation and injury of
a patient in a nursing home of unknown nature.
[He/She] said for you to see the state regs

previously titled Transport of the
Critically lll Patient, which revisions
are scheduled to be approved on
November 27, 2018, to broaden
application of the policy beyond
critically ill patients. As such, the
newly amended policy is titled
“Transport of Patients” (hereinafter,
“Transport Policy”). This policy
provides that every patient shall be
transported with equipment,
supplies, and staff appropriate to
monitor and support the patient’s
physiological needs. The policy
details that the level of care is
maintained during transport and
after arrival at the receiving
department/unit, and describes
specific monitoring and
documentation requirements. The
amended policy states that when a
patient requires continuous
monitoring, a clinical staff member is
required to be available to receive
handover of the patient pursuant to
the Hospital's CL SOP - Clinical
Handover Communication
procedure. Any such handover will
be documented in the medical
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Continued From page 21 record. In the event a clinical staff
A 145 [requiations], page 31, 6d." A 144 member is not available to receive
) ) the patient, the transporting clinical
interview with staff member must remain with the
on ; f . ;
RN statev. the hospital had perf an patient. Furthgr, the Trapgport Policy
Event Analysis with the findings are states that patients receiving
®__The timeline was: medications that could lead to
12126/17 - 2 PM: PET scan scheduled. respiratory depression and/or
12/26/17 - 2:47 PM: 2mg. of Versed was ordered. respiratory distress are monitored
:‘2’26”7 y éﬁ;ﬂi‘;";‘_’":’g:vem mnd m during and after transport, with the
cudose. e n cudose a € .
machine defaulls (o generic medications - dura-tlon. and frequency of the
Vecuronium popped up. Versed [brand name} did mo.nltormg to be based on the
not show on the screen. A waming in red box was patient’s condition, type of
visitde for an override stating that is should be for medication, and route.
STAT orders. o Documentation will be in accordance
1226451 ~RN $) gafe e Medicatbnets with VUMC’s Medication
unknown what time she got to Radiology. Administration Poli Th
12126/17 - RRT was called at 15:29 [3:29 PM]. MINISHENONIEONCH. 1S
STATS go overhead. As a group fleaders, risk Transport Policy further states that
etc] what can we do to fix it._.Action plan: The bar such monitoring may include, but is
code scanning implementation in Radiology - this not limited to, direct observation,
is Peﬂdiﬂg‘-]:; WMBC;I:LL\?'Z tf\!lam [r‘rlleeting vital signs, and neuro checks. The
iegardingiihelovemkicimed It vec Vecuronin] revised T Policy furt
was removed from override status..” N ranspor.t y her i
requires appropriate documentation
Telephone interview with [BIB) (Patient #1's to be completed in the patient's
primary care nurse prior to the Event) on 11/5/18 medical record upon leaving and
beginning at 9-29 AM B)Ell was asked to returning to the unit, including the
describe the events surrounding [Named Patient times the patient leaves and returns
#1's] death. [[BJ@)stated, ".. [Patient #1] was to the unit
scheduled for a PET scan and was nervous._.| '
was watching another nurse’s patients because . . o
[the patient's nurse} had gone to funch. PET scan « The Hospital has revised its High 11727118
called me and told me the doc [doctor] had Alert Medication Policy, which
ordered an IV med for anxiety and could | come revisions are scheduled to be
down and give it fo her. | toid them | could not approved on November 27, 2018, to
i detail required monitoring of patients
said they didn't feel comfortable administering it b L . ,
receiving administration of high alert
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Continued From page 22 medications. Specifically, the
A 145 | 3nd needed a nurse from our fioor to come down. A 144 amended High Alert Medication
I retayed fo the "help all nurse” and [Named RN Policy states that the patient’s
#1] ag‘sz"; gﬁ‘:n?"d Tdh':;"rgt:]’ t1 dont.ltley clinical status is monitored to
remember the timing, e code, i
brought her back to an ICU room..” evalgatg patient response to
medication and/or adverse
Telephone interview with the_ reactions, and the duration and
INBTEI at the Medical Examiner's frequency of monitoring is based on
OT(EZ mb;J:?SB ﬂgﬂ;emg‘qdj“s the patient’s condition, the type of
das! da ar al f1) and what was . n
medication, and route of
reported to them regarding [Patient #1's] death. dministrati Such itori
The@B)stated, The date of death was 12/27/17 administration. sSuch monitoring may
and was called in by {Named Physician #1]. include, but is not limited to, direct
Hesshe stated that maybe there was a medication observation, monitoring of vital signs
emor but that was just hearsay, and nothing has and neurological status.
been documented in the medical record. There
was no named drug in the notes. The death 11/27/18

certificate says [Patient #1] had a bleed. We
declined jurisdiction because there was an MRI
that confimed the bleed_."

Telephone interview with KBOJIn 11/5/18
beginning at 4:41 PM, [B)(BJfjvas asked to

describe the circumstances leading up lo Patient
#1's death on Tuesday 12/26/17. RN #1 stated, ™
was in a patient care role, | was the “heip-all
nurse”. A help-all nurse is a resource nurse and |
had an Orientee... [Named RN #2] asked me to
go downstairs ta PET scan and give [Named
Patient #1] Versed because [the patient] was not
able to tolerate it [the PET scan procedure] or
they would have to send hermim back and
reschedule it. We were already heading to ER fo
do a swallow study on a patient. | went and
searched for the med under [the patient's] profile
[in the ADC] and it was not there. | chose the
override sefting and [ searched for it. | was talking
to the Orientee about why we do swallow studies
in the ER...| typed in the first 2 letters [VE] and

e The Hospital's Medication
Administration Policy has been
revised, which revisions are
scheduled to be approved on
November 27, 2018, to detail
required monitoring of patients
receiving medications. Specifically,
the amended Medication
Administration Policy states that the
natient’s clinical status is monitored
to evaluate patient response to
medication and/or adverse
reactions, and the duration and
frequency of monitoring is based on
the patient’s condition, the type of
medication, and route of
administration. Such monitoring may
include, but is not limited to, direct
observation, monitoring of vital signs
and neuro checks. The Medication
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Continued From page 23 Administration Policy has been
A 145 A144 further amended to require specific

that's how | hit it, | chose the 1st one on the list |
took out the vial and 1 looked at the back at the
directions for how much to reconstitute it with, 1
did not re-check the name on the vial... | saw 1
patient on one of owr beds, | checked the patient
for his/her identity, and told [the patient] | was
there to give him’her something to help ham/her
refax... | reconstituted it and measured the
amount | needed... One of the techs [Radiology
Technician #1] came out, | gave the med, flushed
it and we lefi. [Radiology Technician #1] took the
patient back. We went straight to the ER from
there... | am not sure if | drew up and gave
him/her what she needed... heard a rapid
response call for PET scan. That was a red flag
since out patient was ours... we were being
responsible to go to see if it was our patient...
when we got there they had infubated him/her
and got a pulse back. [Named Physician #2,
Named Charge Nurse] myseif and the team, we
collectively moved him/her bed back to the unit. |
toki [Named Physiclan #2] that | had given [the
patient] Versed a few minutes ago...| reminded
the Nurse Practitioner that Patient #1 was awake
but unmonitored when | gave him/her the Versed.
We spent probably about 45 minutes getting labs
and things. | had drawn several fubes of blood for
lahs when [Named RN #2] came up to me and
he/she said, "Is this the med you gave himmher?" |
said yes, we need to waste it RN #2 stated, "This
isn't Versed" ! said what is it? He/she said, "it's
Vecuronium® and | went back into the room
[Patient #1's] and [Named Physician #2], a couple
of residents, and {Named Nurse Practitioner}
were in the room discussing what was happening.
| toid them right then it was my mistake. | told
them | gave Vecuronium. They alt knew it right
then. {Named Nurse Practitioner] said, "I'm so
sorry" and | left the room. | am not sure where |

documentation in the medical record
regarding medication administration.

e The Hospital reviewed its policies
and procedures related to moderate
sedation, specifically the Standard
Operating Procedure for Moderate
Sedation, to ensure sufficient
safeguards are in place. The
Hospital determined that it has in
place comprehensive guidance
regarding the administration of
moderate sedation, specifically
including procedures for ensuring
patients receiving sedation are
continuously observed and
physiologically monitored throughout
the sedation period by a nurse,
advanced practice nurse, physician,
or other qualified and trained staff as
approved by the Hospital’s Sedation
Committee. The SOP for Moderate
Sedation details the post anesthesia
recovery scoring system and score
that is required to discontinue
monitoring. The SOP for Moderate
Sedation also includes conditions for
transporting patients who have
undergone moderate sedation,
including required monitoring. The
Hospital has determined that no
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Continued From page 24 updates to the SOP for Moderate
A 145 | went but | ended up in the educators office . | A144 Sedation are required.
spoke to management - different peopile. | filled
out the "Veritas” [Hospitar's reporting system. e Training: By December 3, 2018, the
iipis]was amundioteEh|S00IGH) Sigavelboth Hospital is requiring all managers, 128118
my phones to the charge nurse and the Orientee linical staff lead CSL
was assigned o someone else. It was after 8:00 C inical sta e? ers ( s), nurses,
PM when | left" @)@l was asked if he/she licensed practical nurses (LPNs),
documented the Vecuronium in Patient #1's respiratory therapists and
medical record. stated, ! did not. | spoke paramedics working in inpatient and
with [Na“s;:’std Nurse Manag:‘r] 3':“ hesshe told me procedural areas of the Hospital to
the new em wouki capture it on the : .
complete education through its on-
[Medication Administration Record} tated i P ducati t hg h
that he/she left Patient #1 in Radiology. [JBJ@Il InelealcationSYSISMIRVIIE
confirmed that he/she did not monitor Patient # addresses the updates to the
after the medication was administered. Transport Policy, High Alert
PATIENT SAFETY Medication Policy, and Medication
A 286 | CFR(s): 482.21(a), (C)(2). (eX3) Administration Policy including the

(a) Standard: Program Scope

(1) The program must include, but not be imited
to, an ongoing program that shows measurable
improvement in indicators for which there is
evidence that it will ... identify and reduce
medical efrors.

(2} The hospitat must measure, analyze, and
track ...adverse patient events _..

{¢) Program Aciivities .....

(2) Performance improvement activities must
track medical efrors and adverse patient events,
analyze their causes, and implement preventive
actions and mechanisms that include feedback
and leaming throughout the hospital.

(e) Executive Responsibilities, The hospital's
goveming body (or organized group or individual
who assumes full legal authotity and responsibility
for operations of the hospital), medical staff, and

requirements for monitoring patients
during transport and during and after
medication administration,
appropriate handover, and related
medical record documentation. No
clinical staff member listed above
will be able to begin shift after
December 3@ without confirmation of
training and subsequent competency
testing. The Hospital’'s Chief
Nursing Officers monitor this
education requirement and provide
regular updates to directors of these
departments to ensure compliance.

» Monitoring: Beginning on December 12/3/18
3, 2018 and continuing for the
following three months, the
Hospital's Chief Nursing Officers will
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Continued From page 25 oversee weekly chart reviews of 5
A 286 | aministrative officials are responsible and A 144 patients from each unit, randomly
accountabie for ensuring the following: ... selected, to assess for compliance
@) E‘a:l ‘3:*” expectations for safety are with improvement in medication
established. T
safety, transport and monitoring of

This STANDARD is not met as evidenced by:

Based on standards of practice, document patients. Such patient records will be

review, review of hospital poficies and reviewed for documentation of the

procedures, medical record review, and interview, appropriate monitoring, handover

the hospital falled to ensure that the Quality communication, and documentation

:\;:;rl:;nce a{:‘;ﬂ'ﬁ:?mz"ce Imlpme\;emec:lntm consistent with the Transport Policy,
etime DUghy, analyzedia Medication Administration Policy and

adverse event and all the causes, and implement

preveniive actions that included adding additional High Alert Medication Policy. In the

safety parameters associated with ovemiding event such an audit reveals non-
paralytics and other High Alert medications from compliance, inconsistencies or

an automated dispensing cabinet (ADC) to questions, the Chief Nursing Officers
RISIEIaEE seilararical sdverse cvent collkl will follow-up with the unit level

not reoccur.

nurse managers for additional steps

This failed practice had the potential to affect the required to achieve compliance,

safety and heatth of all patients receiving care in such as targeted education and

the critical care areas in this hospital. training. The Chief Nursing Officers

The findings included: will review monthly updates of such
’ chart review audits to the VUMC

1. Review of the hospital's High Alert Medications Nursing Quality Committee.

policy documented, "...High Alert Medications -
Medications that bear a heightened risk of

causing sig.niﬁcant patient hamm when used in The Hospital has reviewed its policies and
e"“’---”f’d'c"{“""momefs are reviewed by'a procedures related to access and
RUSTUEASH prio el REFITRIOr Stock:Or i administration of Paralyzing Agents and

automated dispensing cabinet unkess...A defay
would ham the patient (including sudden
changes in a patient's clinical siatus.. Additional

made the following changes:

strategies are followed for a specified list of High e A multi-disciplinary work group
Alert Medications...Higher level decision comprised of Hospital leaders
SURPOIL. . Independest Doubie-GIeCkwiiele: including Physicians, Pharmacy,
electronic clinical systems prompt dual signoff... Risk, Nursing, Quality, and Health

Vecuronium was listed as a high alert medication. ; -
Informatics was convened beginning
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Continued From page 26 on January 19, 2018 to assess

A 286 | there was no documentation in this policy A 144 Paralyzing Agents included on the
detailing any procedure or guidance regarding the override medication list. This
manner and frequency of monitoring patients workgroup determined to remove
during and after medications were administered. vecuronium from the AcuDose
Review of the document ISMP List of High-Alert (Hospital's automated dispensing
Medications in Acute Care Settings...|ISMP 2018 cabinet) override status list, which
documented, ".. High-alert medications are drugs removal was approved by the VUMC
that bear a heightened risk of causing significant Pharmacy, Therapeutics and
Zar:o“:"t(;gg:e‘g:;m?ﬁ:;eo‘f‘sw i Diagnostic Committee on February
Medica“om_‘mod;gte sedation agents, IV 23, 2018 and implemented on March
[Intravenous] (e.g.{for exampée]... midazofam 1, 2018. The work group determined
[Versed]...neuromuscutar blocking agents that rocuronium would remain on the
(e.g...rocuronium, vecuroniumy...” override list, based on the work

o ) _ group’s determination that the
Lh;;cn:f;?, '::: éﬁ;&"zggﬁ tlr:t;i:égg::;d May clinical risks to pa’Fients of nc?t having
2018 did not list any moderate sedation agents access to rocuronium outweighed
such as Versed. the potential safety benefits from
removing the Paralyzing Agent from
Review of "Paralyzed by Mistakes: Reassess the override status. The Hospital's
lf:i‘;g;ig:ﬁ&":ﬁ“ﬁﬁ;ﬂg;;‘;bm Medication Safety Officer in
agents are highalen'medicaﬁons because of " partnership with the VUMC
their well-documented history of causing Pharmacy, Therapeutics and
catastrophic injuries or death when used in Diagnostic Committee will reassess
error..Because neuromuscular blockers paralyze the Paralyzing Agents, including
the muscles that are necessary for breathing, rocuronium, on the override list
some patief_\ts_s hgve_ died or sustghed sefious, annually.
permanent injuries if the paralysis was not
witnessed by a practitioner who could intervene.
After a patient receives a neuromuscular blocker, » The Hospital has changed the 11727118
progressive paralysis develops, initially affecting naming convention from
the small muscle groups such as the face and “Neuromuscular Blocking Agents”,
:‘;"d; mef;im‘“’"zjgtw 'a'ge:"m:sc'e ?;:“ps n as referenced in certain policies,
e ga;’;‘z'ezsaig re‘;’;"m‘t‘j‘gn ey Hongggrs, including the High Alert Medication
full consciousness remains intact, and patients Policy, to “Paralyzing Agents” for
consistency throughout the Hospital.
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Continued From page 27 The Hospital has also standardized
A 286 A 144 the nomenclature utilized for

can experience intense fear when they can no
longer breathe. They can also sense pain. The
experience can be horrific for patients...The most
common type of emror with neuromuscutar
blockers appears to be administration of the
wrong drug...Practitioners thought they were
administering a different drug, so patienis may
not have been supported with mechanical
ventilation...”

Review of the document titied Joint Commission
eyes overrides of dispensing cabinets dated May,
2018 in the American Joumnal of Heakh-System
Phammacy documented, "_._vice president at the
Institute for Safe Medication Practices (ISMP)said
her organization has long considered ADC
overrides potentially problematic. "One of the big
problems with automated dispensing cabinets is
that sometimes staff are overriding without having
an order.” she said. "There's no verbal order
written down, or they're anticipating an order, 50
they get a drug from the cabinet”...”

Review of the document titled Evaluation of
Medications Removed from Automated
Dispensing Machines (ADMs) Using the Override
Function Leading to Multipie System Changes
documented, "._The override funciion allows a
nurse to remove a medication from the machine
before a pharmacist reviews the order. The
purpose of the override function is to allow
access to medications in urgent/emergent
situations.. Administering medications prior o a
pharmacist review increases the risk of
medication efrors...The challenge with ADMs is to
prevent medication overrides in nonurgent
settings and to avoid administering medications
from orders ttiat have not been reviewed by a
pharmacist...”

Paralyzing Agents across the
Hospital in eStar (Hospital's
electronic medical record) and
AcuDose, such that both electronic
systems present the name as
“PARALYZING AGENT” followed by
the medication name. Paralyzing
Agents will no longer be able to be
pulled up on the AcuDose override
screen by typing in the drug name.
Instead, “PARA” will be typed in - the
first two letters of “Paralyzing Agent”
- which will then pull up the list of
Paralyzing Agents in the AcuDose
cabinet. The four Paralyzing Agents
are the only medications that result
on both electronic systems in a
search for “PARA". Signs are
attached to the AcuDose cabinets
indicating that “PARA” must be used
to access Paralyzing Agents. The
new nomenclature of “Paralyzing
Agent: [medication name]” will be
effective in both eStar and AcuDose
as of November 27, 2018. Effective
on November 27, 2018, this updated
procedure is documented by an
amendment to the Hospital’s High
Alert Medications Charts for both
Adult Patients and Pediatric
Patients, which are incorporated into
the High Alert Medications Policy.
These charts have been amended to

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

Event ID: NVYT11

Facility ID: TNP53127

If continuation sheet Page 28 of 105



PRINTED: 11/16/2018

DEPARTMENT OF HEALTH AND HUMAN SERVICES 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: COMPLETED
A. BUILDING
B. WING C
440039 11/08/2018
NAME OF PROVIDER OR SUPPLIER STREET ADDRESS, CITY, STATE, ZIP CODE
VANDERBILT UNIVERSITY MEDICAL CENTER 1211 MEDICAL CENTER DRIVE
NASHVILLE, TN 37232
(X4) ID SUMMARY STATEMENT OF DEFICIENCIES ID PROVIDER'S PLAN OF CORRECTION (X5)
PREFIX (EACH DEFICIENCY MUST BE PRECEDED BY FULL PREFIX (EACH CORRECTIVE ACTION SHOULD BE COMPLETI
TAG REGULATORY OR LSC IDENTIFYING INFORMATION) TAG CROSS-REFERENCED TO THE APPROPRIATE DEFICIENCY ON DATE
Continued From page 28 list the four (4) specific Paralyzing
A 286 A 144 Agents available at the Hospital, and

2. Observations in Neuro Critical Care Unit
(NCU} on 11/1/18 beginning at 1:38 PM revealed
the ADC that was used to withdraw medications
in the Neurc Unit. The NCU Pharmacist was at
the ADC and demonstrated how medication is
withdrawn. The NCU Pharmacist was asked to
show how the paralytic drug Rocuronium is
stored and how to remove it through the override
function. The ADC was accessed by the
pharmacist's fingerprint. The Pharmacist entered
"RO" and Rocuronium was displayed on the
screen. He/She chose that drug and the drawer
opened. There were 3 vials of Rocuronium in the
bin. The bin was labeled with an orange sticker
that documented, "WARNING: Paralyzing Agent
Causes Respiratory Amrest.” The Phammacist was
asked if Rocuronium could be overridden.
He/She confirmed Rocuronium could be
overridden because of ihie emergent need of the
drug during a rapid response.

3. Interview with the IRIRI(B)(G) NN
[NBY@EMN on 10431/18 beginning at
3:15 PM, in conference room 167, the lB)G)M
was asked about histher role regarding the
events associated with Patient #1, and the
NBYBM stated, "we faciitate Event Analysis here
- it used to be called Root Cause Analysis,
regarding the medication error, we fa
muitidisciplinary group] did the root cause
analysis. We leamed the nurse and the Orientee
were called to Radiology for a patient that was
having some anxiety. [Patient #1] was n the
Neuro stepdown unit but waiting for a fioor bed.
[RN #1] pulled the med from ICU. He/She went
into the system and picked the patient and typed
"VE" for Versed and did a search. He/She chose
Vecuronium because it was the first that came

to reflect the updated nomenclature
of “Paralyzing Agent [medication
name]’.

e On November 27, 2018, the Hospital | 11/27/18
will implement warning in AcuDose
and eStar, stating: “WARNING:
PARALYZING AGENT - Causes
Respiratory Arrest — Patient Must Be
Ventilated.” The Hospital has
amended the High Alert Medications
Charts for both Adult Patients and
Pediatric Patients, effective on
November 27, 2018, to specify this
pop-up warning as a Specific Safety
Strategy for PARALYZING
AGENTS.

e On November 27, 2018, the Hospital | 11/27/18
will implement new procedures for
shrink wrap packaging to be added
to all vials of Paralyzing Agents
dispensed in AcuDose throughout
the Hospital, and effective
November 27, 2018 amendments to
the Hospital's High Alert Medications
Charts for both Adult Patients and
Pediatric Patients will be approved
to specify a Specific Safety Strategy
that all Paralyzing Agents dispensed
in AcuDose cabinets throughout the
Hospital will have shrink wrap
packaging. The Hospital Executive
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Continued From page 29 Pharmacy Leadership will monitor
A 286 | yp The window popped and alert up notifying that A 144 compliance with the required shrink
drug was not in the patient's profile and she over wrap packaging of Paralytic Agents
rode that, ?""'C;‘ ‘fa'; beTHOonEIGue o possn:ne i by conducting random audits of all
ﬁemfe?ssgé:iemerf gdﬁ smm[g:; ti heha N AcuDose cabinets throughout the
reconstituted]. Reconstitution was a question of hospital and validating packaging
where was it done. He/She gives the drug to the compliance for a minimum of three
patient and left the patient unattended. The months of consecutive 100%
radiology team called her down to help and give compliance.
the Versed."
The JlBJE was asked how long was (the
patient] was left unattended, and the' e As of November 27, 2018, the 11/27/18
stated, "They found her in amest, called the code. Hospital will finalize and implement
1 don't know how long it was between when the new procedures to require the
med was given and the code was calied... We additional Specific Safety Strategy
okediattemeticatoniati s SOonEVETIE for all Paralyzing Agents to include
and took Vecuronium out of override status.
[Named Q Pharmacisgj was part of this an Independent Double Check
meeling " ﬁbas asked if any conducted by two licensed
education was done for the nursing staff. The registered nurses prior to the
- ta‘e_‘f’- ":;e ?wﬂwg.m - administration of a Paralyzing Agent,
making sure if a patien S s, they have T
the appropriate stalf with ther and Neuro added where electrornc clinical systems
a sedation review o their annual competencies'. prompt dual sign off for bolus doses
and upon the following for infusions:
Interview with the| o Initiation of infusion
on 10/31/18 at 3:30 PM, o Change of container
in conference room 167, theB)@)l was asked if ™ IETHaTET
e = 1"7‘*}\';‘%;% The Hospital has amended the High | 11/27/18
reviewed the minutes for each monthly meeting Alert Medications Charts for both
Med Executive Meeting from January through Adult Patients and Pediatric
October 2018, the [BJ{BJl stated. “We do the Patients, which revisions are
C’Edgf‘ﬁat“':!;l for all tthe ][’"’m"g we " scheduled to be approved on
coordinaie the minutes 1or the Xecuave .
Meeting. [Medical Center Medical Board]. The November 27, 2018, to specify the
review of the minutes on January 11, 2018 Specific Safety Strategy that all
revealed a new policy cafled Medication Ordering Paralyzing Agents require such
was presented at this meeting. The process for Independent Double Check.
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Continued From page 30 Training: By November 26, 2018, 11/26/18
A 286 A144 every nurse and paramedic who

removing meds from the Acudose [Automated
Dispensing Cabinet] was not listed on the
minutes meeting agenda for January through
October [2018]. The BB was asked if there
was any discussion during any of the Executive
Committee meeting minutes regarding the
process for oblaining medications from the ADC .
The [B){E)l reviewed the monthly meeting minutes
from January through August 2018, and the
PSSR stated, "There was a Medication
Administration policy updated at the May meeting
and was discussed, approved and passed
unanimously in the June meeting."

There was no evidence or documentation this
medication efror was discussed in the Med
Executive meetings or the Executive Committee
meetings.

Interview wuth\

on 11/1/18 at 4.00 PM, in
conference room 167@ was asked
if hefshe knew where the vial of Vecuronium was
that was used when the medication error
occurred in December, 2017, and he/she stated,
"i's my understanding the vial was not
quarantined in time. We cannot tell how much
she got, that's my understanding.”
He/She was asked if reversing agents are readily
accessible, ancIIGEIIN sizted,
"Sugammadex [a heuromuscutar reversal drug]
we have that on formutary, it's available in the
ORs [Operating Rooms] where parafytics are
used the most. In an ICU area, that would have
paralytics, it would have to come through
Anesthesia._.We no longer use Vecuronium for
RSI [Rapid Sequence Intubation]. There was a
global review and we now use Rocuronium.”
He/She was asked if Rocuronium is stilé available
on ovefride in Neuro ICU, and the

work in an area of the Hospital
where Paralyzing Agents are
available in AcuDose dispensing
cabinets, are required to compiete
an online training module outlining
the process changes, Independent
Double Check, vial packaging and
naming convention changes. Any
nurse or paramedic staff member
required to complete such training,
and who has not completed the
computer-based training prior to
November 27, 2018 for any reason,
including being on vacation or not
scheduled to work at the Hospital
during the time period, will not be
permitted to begin their next shift at
the Hospital without first completing
the required training. The Hospital is
monitoring the completion of the
required training programs, and as
of November 21, 2018, 1,334
individuals, which is 53% percent of
the Hospital’s staff members
required to receive the education,
had completed the training
requirement.

« Monitoring: The Hospital will
= 11/27/18
implement several measures to

monitor compliance with the updated
medication administration
requirements. Beginning on
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Continued From page 31 November 27, 2018, the Hospital’s
A 286 | giated, "Yes, the decision was made to continue, A 144 Enterprise Medication Safety Officer,
it has that feve of access and because of the in collaboration with the Chief
urgency of the need.” He/She further stated, "We Nursing Officers, Executive
CIEGIOUHERAC: Ol REWSYSEmifor Pharmacy Leadership, and Chief of
documentation last year in November [2017]. We . . !
did an expansion with the bar code scanners to Staff, will compile monthly reports of
the ED [Emergency Department], PACU [Post overrides from AcuDose cabinets for
Anesthesia Care Unif], Holding Rooms and paralyzing agents, which will be
Radiology is next. k was already on the fist [roll reviewed at the medication safety
out].” committee, as well as on the unit
Interview with the on level, an‘d assessed for
1114718 at 4:23 W%W‘We use appropriateness. Such monthly
the Safety Event Decision Algorithm as part of our reporting will be ongoing, and
methodology.. overview of the EA: He/She had a continue for three months following
lﬁngthy;rftoiem:ce to '8';2‘:%][’“”‘0;:“:;3& Thet November 27, 2018. Thereafter, the
euro Pn urse as e nurse o : H :
e me'r":g e Te meé’was Enterprise Medication Safety Officer
administered without being scanned into the will continue to periodically review
patient's EMR [Electronic Medical Record]. The and prOVide override performance
time frame between administering the Vee reports as part of ongoing
[Vecuronium] in Radiclogy and the time the RRT medication safety committee work.
[Rapid Response Team] was calied remains in
qhﬁ&nbir?n?de:]] ;“sasf‘e “‘:n‘za:ggﬁ"ém In addition, beginning on November | 11/27/18
Landed . mgbag il m i s 27, 2018 and continuing on a
phone went off announcing for patient in PET monthly basis until 100%
1251. [Named RN #1 and RN #2] went fo the compliance is achieved, Hospital's
PET area and found the pafient she had given the Chief Nursing Officers will review
med to. [Named RN #1] helped the team monthly reports of Independent
transport him/er back to NCU. After he/she got Double Check, in order to verify
m}rg;"::agrw#ﬂ x‘;‘:‘:‘zs"::eg:::‘::e compliance with the Independent
patient. He/She confirmed it was. [Named RN #1] Double Check procedure for
asked [Named RN #2] to give it [the bag and the Paralyzing Agents. Such monthly
med in it] to the charge nurse to address the reporting will be provided to
issue. We don't know who the charge nurse was medication safety committees and
or what he/she did with the medication. [Named
RN #1] notified the team [team of doctors, NP] in
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A 286 A144 Committee.

[Patient #1's] room what had occurred. He/She
also notified the charge nurse, the CSL [Chnical
Staff Leader] and went to the educator’s office.
He/She notified [Named Neuro Nurse Manager]
and Risk Management...The timeline was:
1226/17 - 2 PM: PET scan scheduled.

12126417 - 2:47 PM: 2mg. of Versed was ordered.
1226417 - 2:59 PM: Vecuronium override in
Acudose. VE was entered in the Acudose and the
machine defaults to generic medications -
Vecuronium popped up. Versed [brand name] dif
not show on the screen. A waming in red box was
visible for an override stating that is should be for
STAT orders.

12426717 - RN #1 gave the medication - it's
unknown what time she got fo Radiology.
12126/17 - RRT was talled at 15:29 [3:29 PM].
STATS go overhead.

As a group [keaders, risk etc] what can we do to
fix it._Action pian: The bar code scanning
implementation in Radiology - this is pending. A
Muiti-disciplinary team meeting regarding the
override med list. Vec [Vecuronium] was removed
from override status. Roc [Rocuronium] was left
on [the override list] for emergencies. We
weighted the risks versus the benefits and feft it
on. We met on January 19. The meeting on
February 2, it was aporoved. The meeting on
February 23 was the Phammacy Policy
Committee. The meeting on March 3 it was
compieted.. We also did education of local [NCU]
and global nursing team members regarding
sedative administration and monitoring._."

interview withBJ{BJi on 11/2/18 at 9:22 AM, she
stated, *...we wanied to make sure the Patient
Safety Alert from the Safety Team went to
operational leaders and [Named VUH CNO] was
a recipient of this alert and she sends out the

The Hospital also imposes the following
general requirements for nurse training and
education regarding its policies and
procedures:

in regard to nurse training on
medication administration, medical
record documentation, and
monitoring of patients receiving
medication, all newly hired nurses
are required to complete computer-
based training related to the
preparation of drugs and safe
medication practices. All nurse
residents, who are new graduate
registered nurses hired with less
than six months of nursing
experience, are required to complete
such education regarding safe
medication practices, as well as
attend a workshop on medication
safety. These trainings have been
updated to include education as to
the revisions to the Medication
Policy, the new nomenclature for
Paralyzing Agents, the updated
requirements for monitoring patients
receiving High Alert Medications.

e Further, all nurses and nurse
residents receive ongoing education
on an annual basis regarding a
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A 286 | ipformation to her reports.." A 144 Hospital nurse leaders, educators

Review of the time stamp on the "Patient Safety
Notification Serious Safety Event Nofification
revealed the notification was distributed on
Wednesday, 1/3/18 (8 days after the event
occured). The notification documented, "fPatient
#1's Initials], was a

admitted for ICH [Intracerebral Hemorhage].
Versed t mg IV ordered to assist with patient
comfort during PET scan. Vecuronium 1 mg IV
inadvertently retrieved and administered by RN.
Due to neurological sequeiae, pt placed on
comfort care by family and died later that day. A
serious safety event analysis (SSEA) is in
progress of being convened. Please contact the
QSRP Safety Team, at [telephone numbet], if you
need additional information.”

4. Interview with the NG E NN

@m 11/2/18 at 12:35 PM, in
conference room 167, the DCRM produced the

baggie with the medication in it She stated, "My
understanding is this is the actual baggie.." The
DCRM was asked if he/she spoke to RN #1 and
was hefshe abie to explain the contents. The
DCRM stated, "He/She took this with himher
[hoiding up the baggie]. The nurse siated this was
the syringe with the drug in it that that was
administered to the patient in PET. [holding up
the syringe with the 1.5 mL clear liquid in
it]...He/She was distraught and it was a small
window to get the information... We are not sure
what is in each syringe, this package was the
waste possibly [holding up the baggie].. the level
of granularity in our investigation, 2 things were
happening, the patient's cfinical needs, during the
arrest we identified the wrong drug. The family
was told immediately of a possibie med error. On

and staff. Nursing staff must validate
competency in the identified topics
between January and June of each
calendar year through a variety of
methods, including an online
learning module, skill validation on a
mannequin, observation of daily
practice, etc. The Hospital will
include medication administration,
patient monitoring, documentation
and other issues discussed in this
Plan of Correction in such annual
competencies, as appropriate and
based on the issues revealed in
results of the audits described
herein.

The Hospital has reviewed its policies and
procedures related the role of the “Help All
Nurse”, which is a type of resource nurse,

and made the following changes:

e The Hospital has updated Scope of
Care documents in each department
that relies on a "Help All Nurse” (or
similar position), in order to define
the applicable role and duties. At
the Hospital, “Resource Nurse” is
generally used to describe a nursing
role that usually does not take
patient assignment during the shift
but takes direction from the Clinical

11/20/18
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A286 our end, we put the med in a secure place. We
also try to give the employee assistance. By the
time they pronounced [Patient #1], they thought it
was the VEC [Vecuronium] and we wil get back
with you [the famity]. There was a med error that
likely impacted her breathing. We are very up
front early on. Then Risk and Quality began to
look at the Pyxis [ADC], looking to see if
something is wrong with the machine. tn the end,
there were so many things the nurse did - the 5
rights, basic nursing care. | had reached out to
the famify and they had already obtained an
attomey - and the rest is
confidential...assessment before [medication
given], 5 rights give med and assess after” The
DCRM was asked about the lack of
documentation in the chart. He/She stated,
"Everyone was focused on resuscitation. The
code team was calied, they treated only the
resuscitation. The investigation was after she was
dead. He/She was worked on and at no time was
hefshe stable. There was no opportunity for her
[RN #1] to chart about the med_*

Observations in conference room 167 on 11/2/18
at 12:35 PM revealed one (1) clear zip lock
baggie with an orange biohazard label. There was
handwriting on the baggie in a pink cofor marker
that documented, "Versed 1mg 2mg PET
1251." Inside the baggie was a vial with a few
drops of clear liquid remaining in the vial. The vial
was labeled Vecuronium Bromide 10mg. 1mg/mL
when reconstituted to 10mL. Reconstitute with
Bacteriostatic water. The vial had a red fop that
documented, "WARNING: PARALYZING
AGENT." There was one (1) 10 mL syringe
labeled "Normal Saline" with a capped needle
attached. The syringe had 8 mL of a clear liquid
remaining in it. There was one 10 mL syringe

A 144 Leader to assist other nurses as
workloads demand, including rapid
response teams, STAT calls, and
transports. Resource Nurse roles in
various departments include Float
Nurse; Procedural Nurse; Admit
Discharge, Transfer Nurse; and
Patient Flow Nurse. The Scopes of
Care were revised in intensive care
units and non-intensive care units to
define the applicable Resource
Nurse role (including the “Help All
Nurse” as applicable) by November
20, 2018. Nursing leadership of
each Hospital department that
utilizes such a Resource Nurse role
will review the departments Scope of
Care document on an annual basis
to ensure duties of the position
remain complete and accurate.

A 145 | The Hospital has reviewed its policies and
procedures related to monitoring of patients
during and after medication administration
and made the following changes:

e The Hospital has revised its policy 11/27/18
previously titled Transport of the
Critically lll Patient, which revisions
are scheduled to be approved on
November 27, 2018, to broaden
application of the policy beyond
critically ill patients. As such, the
newly amended policy is titled
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liquid remaining in it and capped with a white cap
with no needie. There was also a 2" alcohoi prep
pad in the baggie.

There was no way to tell what was Vecuronium
and what was nomal saline and no way to
determine how much of the drug Patient #1
actually received.

5. Interview with the @m
1146418 at 12:57 PM, in conference room .

hefshe was asked what is the process for
incidents, and the(!stated, "The occurence
happens, then its logged into the system [Veritas
ii- reporting software], a review is made with Risk
and Quality, if there is a chance it is serious, it
goes to the executive leadership for review, then
if it is, a serious safety event is released and sent
down to all staff. in the background we are doing
the investigative portion - the event analysis [EA].
We took and take immediate action on all events.
He was asked why Rocuronium is still available in
the Acudose for override, and mgjstated, “An
analysis was done for each drug looking at the
risks versus the benefits and Rocuronium was left
on the override list.”

He/she was asked what process has been put in
place to ensure this won't happen with
Rocuronium, and thej{B)stated, “Let's get the
pharmacist in here to answer that..EA is
considered a QAPI"

Interview with the

- e
G @2, and the)(B)on 11/6/18 at 3.06

PM, in conference room 167, he/she was asked
what process has been put in place to ensure this
won't happen with Rocuronium. The IG)EIN
B EMtated, "We felt we had appropriate
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Continued From page 35 “Transport of Patients” (hereinafter,
A 286 | |abeled "Nommal Saline® with 1.5 mi of a clear A 145 “Transport Policy"). This policy

provides that every patient shall be
transported with equipment,
supplies, and staff appropriate to
monitor and support the patient’s
physiological needs. The policy
details that the level of care is
maintained during transport and
after arrival at the receiving
department/unit, and describes
specific monitoring and
documentation requirements. The
amended policy states that when a
patient requires continuous
monitoring, a clinical staff member is
required to be available to receive
handover of the patient pursuant to
the Hospital's CL SOP - Clinical
Handover Communication
procedure. Any such handover will
be documented in the medical
record. In the event a clinical staff
member is not available to receive
the patient, the transporting clinical
staff member must remain with the
patient. Further, the Transport Policy
states that patients receiving
medications that could lead to
respiratory depression and/or
respiratory distress are monitored
during and after transport, with the
duration and frequency of the
monitoring to be based on the
patient’s condition, type of
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A 286 A 145 Documentation will be in accordance

safety measures in ptace. We did a
comprehensive review of the overmide list and
removed some of the drugs in a few specific
places. Rocuronium has a quicker onset in the
The tated, "A full analysis was done and
there were more safety concems of putting more
safety restrictions due to ihe need of inmediate
access. The risk of delay of accessing Roc could
lead to negative patient outcomes. Those
potentiats outweigh the need for additional safety
mechanisms.”

The _ stated, * Rocuronium is
a genefic name which would default on the
Acudose machine when putting it in, making it
visibée on the screen, whereas Versed is a name
brand and putting in VE would not display unless
the nurse physically pushed the brand name
selection.”

ThefjB)stated, The number of safety ponts this
nurse went through was numerous.” Thegj(gjwas
asked why was there a delay in nursing
education.

ThefiiBstated, "We see the issue and we
probably should have educated sooner. We
wanted to make sure we did & root cause
analysis before we trained on it. We got the alerts
out immediately to all staff."

The)(@was asked if he looked at the "Help-all
nurse's” role, and what areas would he/she be
pulled to, and also orienting a new nurse at the
same time.

Thetdj@)stated, "t have never heart that term, that
is not a [Named Hospitaf) wide term. But believe
me, we are going 1o look at it."

ThelJB)was asked about the process for QAP
and where does the analysis begin and does it
get to the system level for review.

TheB)B)stated that each hospitat [Adutt,

with VUMC's Medication
Administration Policy. The
Transport Policy further states that
such monitoring may include, but is
not limited to, direct observation,
vital signs, and neuro checks. The
revised Transport Policy further
requires appropriate documentation
to be completed in the patient’s
medical record upon leaving and
returning to the unit, including the
times the patient leaves and returns
to the unit.

« The Hospital has revised its High
Alert Medication Policy, which
revisions are scheduled to be
approved on November 27, 2018, to
detail required monitoring of patients
receiving administration of high alert
medications. Specifically, the
amended High Alert Medication
Policy states that the patient's
clinical status is monitored to
evaluate patient response to
medication and/or adverse
reactions, and the duration and
frequency of monitoring is based on
the patient’s condition, the type of
medication, and route of
administration. Such monitoring may
include, but is not limited to, direct

11/27/18
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A 286 | chiigren's, Behavioral] has committees that meet
and review afl events. Those committees rolf up
to each hospital QAP! committee that is chaired
by the CEO of that hospital. [see system
flowsheet] Each of those committees meet and
those meeting minutes are funneled up to the
System's Quality Steering Committee which is
chaired by the Hospital System's CEO™.

The Phamacy Manager stated, “Drug emors are
forwarded to QSRP [Quality, Safety , Risk
Prevention]. The emmors that happened in October
will be reported to ADE [Adverse Drug Events]
Committee. They meet monthly and will review
the October erors this Friday. They meet the
second Friday of every month.®

6. Review of the education records revealed the
education began in March 2018, more than 2
months after the event.

AUTOPSIES

A 364 | CFR(s): 482.22(d)

The medical staff should attempt to secure
autopsies in &l cases of unusuatl deaths and of
medical-egal and educational interest. The
mechanism for documenting permission to
perform an autopsy must be defined. There must
be a system for notifying the medical staff, and
specifically the attending practitioner, when an
autopsy is being performed.

This STANDARD is not met as evidenced by:
Based on document review, review of hospital
policies and procedures, medical record review,
and interview the hospital failed to ensure ait
physicians followed policies, and rules and
regulations for reporting unusual and unexpected
deaths to the County Medical Examiner for 1 of 1

A 145 and neurological status.

e The Hospital's Medication
Administration Policy has been
revised, which revisions are
scheduled to be approved on
November 27, 2018, to detail
required monitoring of patients
receiving medications. Specifically,
the amended Medication
Administration Policy states that the
patient’s clinical status is monitored
to evaluate patient response to
medication and/or adverse
reactions, and the duration and
frequency of monitoring is based on
the patient’s condition, the type of
medication, and route of
administration. Such monitoring may
include, but is not limited to, direct
observation, monitoring of vital signs
and neuro checks. The Medication
Administration Policy has been
further amended to require specific
documentation in the medical record
regarding medication administration.

¢ The Hospital reviewed its policies
and procedures related to moderate
sedation, specifically the Standard
Operating Procedure for Moderate
Sedation, to ensure sufficient
safeguards are in place. The
Hospital determined that it has in
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Continued From page 38 place comprehensive guidance
A 364 (Paﬁent #1) paﬁent deaths reviewed. A 145 regarding the administration of
moderate sedation, specifically

The findings included: including procedures for ensuring

1. Review of the hospiltal's Deaths Requiring
Reporting to the Medical Examiner policy
documented, “... The Davidson County ME
[Medical Examiner] is notified of ak deaths
occurring at [Named Hospital System] that
require reporting to the ME prior to discussions
with the patient's family regarding an autopsy for
a reportable death, as stated in Secfion
IlA__.Deaths reportable under Tennessee law and
[Named Hospital] poficy include ALL those due to,
apparently due to, refated to, or admitted for the
following (regardless of the interval between
event and time of death).. Any suspicious,
unusual or unnaturaf death...Death during or as a
result of a...medication emor...It is the
responsility of the physician completing the
Report of Death...to notify the Davidson County
ME when a death falls within any of the
categories described above. In case of
uncertainty of the need to report a death, the ME
is consulted regarding whether or not the death is
reportable. The ME makes the final determination
of case acceptance for examination...™

Review of the hospital's Medical Staff Rules and
Regulations documented, *...Deaths.. [Named
Hospital System] complies with all applicable
state and local faw regarding ceriification of
death...and the reporting of deaths to the medical
examiner under circumstances required by state
law to facilitate the pesformance of inquests in
accordance with hospital policy... Medical
Examiner Cases...The physician_..in charge of the
patient's care for the...condition that resulted in
the patient's death shalf report any death due to,

patients receiving sedation are
continuously observed and
physiologically monitored throughout
the sedation period by a nurse,
advanced practice nurse, physician,
or other qualified and trained staff as
approved by the Hospital's Sedation
Committee. The SOP for Moderate
Sedation details the post anesthesia
recovery scoring system and score
that is required to discontinue
monitoring. The SOP for Moderate
Sedation also includes conditions for
transporting patients who have
undergone moderate sedation,
including required monitoring. The
Hospital has determined that no
updates to the SOP for Moderate
Sedation are required.

e Training: By December 3, 2018, the 12/3/18
Hospital is requiring all managers,
clinical staff leaders (CSLs), nurses,
licensed practical nurses (LPNs),
respiratory therapists and
paramedics working in inpatient and
procedural areas of the Hospital to
complete education through its on-
line education system, which
addresses the updates to the
Transport Policy, High Alert
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Continued From page 39 Medication Policy, and Medication
A 364 A 145 Administration Policy including the

apparently due to...regardiess of the interval
between event and time of death to the.. Medicat
Examiner’s Office..."

Review of the hospital's House Staff Agreement...
signed by Physician #3 documented, "...In
accepting this appointment, | hereby agree
to...Abide by the applicable Medical Staff Bytaws,
Rules and Regulations_. Demonstrate and
understanding and accepiance of my personal
role in_..accurate reporting of patient outcomes
and clinical experience data.."

Review of the document titled 2017 Tennessee
Depariment of Heafth Office of the State Chief
Medical Examiner County Medical Examiner
Handbook documented, "...Tennessee Code
requires that any death which is suspicious,
unusual or occurs under unnaturat
circumstances is to be reported to the county
medical examiner. The mandatory reporters of
such deaths are listed as "any physician,
undertaker, law enforcement officer, or other
person having knowledge of the death" T.CA_ §
38-7-108. Specifically, the county medical
examiner of the county in which the death
occurred is to be notified in all cases of-...Deaths
in any suspicious/unusualiunnatural manner.. The
first decision point for the county medical
examiner receiving a report of death occuring in
a heatthcare facility is to determine the probable
manner of death. In cases of death in persons
with a medical history of a disease process which
could reasonably account for death and there is
no non-natural process contributing in any way to
the death, the physician treating the patient for
that disease should complete and sign the death
certificate... The manner of death [listed on the
death certificate] represents the county medical

requirements for monitoring patients
during transport and during and after
medication administration,
appropriate handover, and related
medical record documentation. No
clinical staff member listed above
will be able to begin shift after
December 3™ without confirmation of
training and subsequent competency
testing. The Hospital's Chief
Nursing Officers monitor this
education requirement and provide
regular updates to directors of these
departments to ensure compliance.

» Monitoring: Beginning on December 12/3118
3, 2018 and continuing for the
following three months, the
Hospital’'s Chief Nursing Officers will
oversee weekly chart reviews of 5
patients from each unit, randomly
selected, to assess for compliance
with improvement in medication
safety, transport and monitoring of
patients. Such patient records will be
reviewed for documentation of the
appropriate monitoring, handover
communication, and documentation
consistent with the Transport Policy,
Medication Administration Policy and
High Alert Medication Policy. In the
event such an audit reveals non-
compliance, inconsistencies or
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Continued From page 40 questions, the Chief Nursing Officers
A 364 A 145 will follow-up with the unit level

examiner ' s opinion as to which category the
death best fits into and is based on the
circumstances sumounding the death.__The five
options for completion of the manner of death in
Tennessee are Natural, Accident, Suicide,
Homicide, and Couki Not Be Determined.. Al
deaths should be classified as to manner, and
only one manner of death is to be
chasen...Natural deaths are those due exclusively
(100%) lo disease and/or the aging process. A
death in which a discrete, unnaturat act
contributes in any way towards the death,
regasdless of the interval efapsed between the
event and demise, cannot be considered a
natural death_._Accident is defined as an
unnatural death resulting from an inadvertent
chance happening.. The National Center for
Health Statistics assigns ICD-10 codes to death
certificates for vitat statistics. As such, itis
important io list each drug feit to be contributory
to death on the death certificate [e.g., "acule
combined drug toxicity (heroin, alprazolam, and
ethanol)]" for improved data collection. Use of the
terms "toxicity®, “intoxication®, "overdose",
“ingested", "injected” or “inhaled” wil be assigned
a statistical code indicating that the event was
non-hatural...Standard Language for Cause of
Death: Examples...Accidental.. Acute drug/mixed
drug (names of drug(s) intoxication...Standard
Language for How injury Occurred. These
phrases should satisfy the purposes of item 34 on
death certificate in the majority of non-natural
deaths...injected prescription

medications.. 38-7-108. Death under suspicious,
unusual of unnatural circumstances. (a) Any
physician, undertaker, law enforcement officer, or
other person having knowledge of the death of
any person from... deaths in any
suspicious/unusual/unnatural manner, found

nurse managers for additional steps
required to achieve compliance,
such as targeted education and
training. The Chief Nursing Officers
will review monthly updates of such
chart review audits to the VUMC
Nursing Quality Committee.

The Hospital has reviewed its policies and
procedures related to access and
administration of Paralyzing Agents and
made the following changes:

¢ A multi-disciplinary work group
comprised of Hospital leaders
including Physicians, Pharmacy,
Risk, Nursing, Quality, and Health
Informatics was convened beginning
on January 19, 2018 to assess
Paralyzing Agents included on the
override medication list. This
workgroup determined to remove
vecuronium from the AcuDose
(Hospital's automated dispensing
cabinet) override status list, which
removal was approved by the VUMC
Pharmacy, Therapeutics and
Diagnostic Committee on February
23, 2018 and implemented on March
1, 2018. The work group determined
that rocuronium would remain on the
override list, based on the work
group’s determination that the
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Continued From page 41 clinical risks to patients of not having
A364 | gead..shal immediately notify the county medical A 145 access to rocuronium outweighed
examiner or the district attomey general, the local the potential safety benefits from
:’0""'9 o “‘emecz‘;':ly Skl ““;’h: “";ﬁs"ta_“ Ry removing the Paralyzing Agent from
he:coskily - notfication override status. The Hospital's

hoped for, as a resuit of a...medical

the discussion; Plan for continued
communications_.."

shall be directed fo the county medical examiner
in the county in which the death occurred...”

Review of the hospitals Disclosure of
Unanticipated Outcomes policy documented, ”... Diagnostic Committee will reassess
[Named Hospital System] clinicians share
information with patients or their authorized
representalives about their medical care,
including information regarding unanticipated
outcomes, whether arising as a resuit of
pathologic process, complication of treatment or ¢ The Hospital has changed the 11/27/18
medical error...Unexpected Outcome -
Unexpected change in palient's condition
generally worse that what had been intended or

error..._.Medical Ermor - The failure of a pianned
action to be completed as intended...The
Atiending of Record has the ultimate
responsiiley Rt seamirg; patients:or thelr The Hospital has also standardized
authorized representatives about unanticipated
outcomes, including those associated with
medical enor...Discussions conceming sharing of

unanticipated outcomes and/or medical efrors are Hospital in eStar (Hospital's

documented in patients’ charts.. Guidelines for electronic medical record) and

2’;‘;‘;’:’;’2’?‘%“52"2{] 3“‘3;“ g(’)‘ca:t:znpta‘mn " AcuDose, such that both electronic
osure”’).... d Ol

disclosure in the medical record includes: Date, fVStems presantihe na:ne as

time, and place of disciosure; Names of those PARALYZING AGENT" followed by

present; Nature of the discussion and areas the medication name. Paralyzing

covered; Offers of assistance, including Agents will no longer be able to be

bereavement support, Questions addressed in pulled up on the AcuDose override

Review of the hospital's Occurrence Reporting:

Medication Safety Officer in
partnership with the VUMC
Pharmacy, Therapeutics and

the Paralyzing Agents, including
rocuronium, on the override list
annually.

naming convention from
“Neuromuscular Blocking Agents”,
as referenced in certain policies,
including the High Alert Medication
Policy, to “Paralyzing Agents” for
consistency throughout the Hospital.

the nomenclature utilized for
Paralyzing Agents across the

screen by typing in the drug name.
Instead, “PARA” will be typed in - the
first two letters of “Paralyzing Agent”
- which will then pull up the list of
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Continued From page 42 Paralyzing Agents in the AcuDose
A 364 | patient and Visitor policy documented, ".. When a Felds cabinet. The four Paralyzing Agents
serious or significant Event involving a patient or are the only medications that result
:5;:(0’ 0:;‘:“’5- ““'“933‘9'\/ "O“Wt"‘e Otr'?:e of on both electronic systems in a
isk and Insurance Management and “ » :
Administrative Coordinator...Event for the szarc;h 20: P: R: ) [S)lgns ars. t
purposes of this policy is any of the following: _a a.lc 9 o the AcuDose cabinets
Sentinel Event; Serious Reportable indicating that “PARA" must be used
Event...Unanticipated outcome or occurrence to access Paralyzing Agents. The
involving a patient...Othes terms which fall under new nomenclature of “Paralyzing
the n':iemxd o :tf’e":E““de’ “‘a’sd P°‘°Yd Agent: [medication name]” will be
incuae... ICation CIToF, Or aaverse arug : :
reaciion... Medication Erors and Ad effec;tlril/e in both Z?tazr a1r18d gfc;u[)tf)se
Events are the unintended, undesired, and as of November 27, 2018, Effective
unexpected effects of prescribed medications._.or on November 27, 2018, this Updated
Medication Error requiring discontinuing a procedure is documented by an
medication... supportive treatment, or resulting in amendment to the Hospital's High
E’"gg?‘a_'y W;’:‘Th?a"egzgﬁb‘saﬁe'{'fgv = Alert Medications Charts for both
reatening c on, entis a : s
term established by The Joint Commission for an Adqlt PatlenFs and Ffeduatnc .
unexpected occurrence involving death... Serious Patlepts, which arg mcprporatgd into
Injury is unanticipated death...Serious Reportabie the ngh Alert Medications POllcy.
Event is a term established by the National These charts have been amended to
Quality Forum [NQF] that refers to 29 serious and list the four (4) specific Paralyzing
largely preventable adverse Events... Agents available at the Hospital, and
oy w— to :eﬂect the updated nomgnc!ature
Reportable Events in Healthcare - 2011 Update. . of “Paralyzing Agent [medication
documented, *__ Patient death or serious injury name]’.
associated with a medication efmror (e.g., erors
involving the wrong drug, wrong dose, wrong e On November 27, 2018, the Hospital | 11/27/18

patient, wrong time, wrong rate, wrong
preparation, or wrong route of administration)..."

2. Medical record review for Patient #1 revealed
Physician #1 called the Medical Examiner (ME) to
report Patient #1's death. There was no
documentation in the record of the medication
error being communicated to the ME per facility
policy. There was no documentation in the

will implement warning in AcuDose
and eStar, stating: “"WARNING:
PARALYZING AGENT - Causes
Respiratory Arrest — Patient Must Be
Ventilated.” The Hospital has
amended the High Alert Medications
Charts for both Adult Patients and
Pediatric Patients, effective on
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Continued From page 43 November 27, 2018, to specify this
A 364 | medical record of the disclosure to the family A 145 pop-up warning as a Specific Safety
documenting the Date, time, and place of Strategy for PARALYZING
disclosure; Names of those present; Nature of the AGENTS.

discussion and areas covered, Offess of
assistance, including bereavement suppost;
Questions addressed in the discussion; or Plan
for continued communications.

Interview with the NG G
B @ on 11/1/18 3t 9:10 AM, in

conference room 167, theﬁwas setting up the
computer to review Patient #1's medical record.
There was a discussion regarding the d
certificate and the manner of death. The

stated that you cannot make a medication
administration accusation on the death certificate.

Tetephone interview witn JINNGMINCn 1172118
at 9:56 AM, He/She was asked if he/she met with
the family regarding Patient #1's event. He/She
stated, "No, | did not. | met with [Named
Physician #2]"was asked because
hefshe received a paralytic that directly
contributed fo his/er death, would you have
marked "accidentat” on the death certificate.

tated, "I have always thought of
accidents as...! have never marked that, but this
does make sense with this case..".

Interview with thIRNO)(©) M
@ on 1172118 at 10:05 AM, (just

after the above interview with

hefshe stated, "He/She IIB)EMN was led to
say something 11 monihs later and | don't think
that was accurate. We don't know, he/she
[Patient #1] got such a small dose, and heishe
was anxious about the test, so we can't say it
contributed to his/er demise. Things can be
disclosed after the fact [death]..."

e On November 27, 2018, the Hospital
will implement new procedures for
shrink wrap packaging to be added
to all vials of Paralyzing Agents
dispensed in AcuDose throughout
the Hospital, and effective
November 27, 2018 amendments to
the Hospital's High Alert Medications
Charts for both Adult Patients and
Pediatric Patients will be approved
to specify a Specific Safety Strategy
that all Paralyzing Agents dispensed
in AcuDose cabinets throughout the
Hospital will have shrink wrap
packaging. The Hospital Executive
Pharmacy Leadership will monitor
compliance with the required shrink
wrap packaging of Paralytic Agents
by conducting random audits of all
AcuDose cabinets throughout the
hospital and validating packaging
compliance for a minimum of three
months of consecutive 100%
compliance.

e As of November 27, 2018, the
Hospital will finalize and implement
new procedures to require the
additional Specific Safety Strategy
for all Paralyzing Agents to include

11/27/18

11/27/18
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an Independent Double Check
A 364 | Continued From page 44 A 145 conducted by two licensed
o ) registered nurses prior to the
There was no documentation in Patient #1's administration of a Paralyzing Agent,
medical record how much Vecuronium he/she where electronic clinical systems
received, nothing in the medical record reflected ) y
he/she was declining. The medical record prompt dual sign off for bolus doses
documenied Patient #1 was improving, hefshe and upon the following for infusions:
was stable and was wailing for a floor bed. o Initiation of infusion
o Change of container
interview with OO on 11/2/18 at 11:24 -
o Handover
AM, hefshe was asked about the event . .
surounding Patient #1, and hefshe stated, "t The Hospital has amended the High 11/27/18
Response] overhead. What was his/her clinical Adult Patients and Pediatric
picture prior to the event? [He/She] had been Patients, which revisions are
stable and moved to stepdown. [His/Her] ty;?e o_f scheduled to be approved on
bleed was refated to a suspected mass betind i November 27, 2018, to specify the
He/She was asked what hejshe thought caused . : , 10 specity
the event, and hefshe stated, “Our leading cause SpeCIﬂC Safety Strategy that all
was the medication error contributed o it, he/she Paralyzing Agents require such
became hypoxic...They had just compteted CPR Independent Double Check.
and he/she was intubated. After hefshe was back
in ICU, procedures were done...” Training: By November 26, 2018, 11/26/18

emor, and ‘

remember.

remember the questions or the answers.

INEEIN was asked if he/she taiked to the
family and were they told about the medication
stated, "Just the husband,
| don't remember if they asked any questions_”

interview with JIRONGMI on 11/2/18 at 115

PM, in conference room 167 , he/she confirmed
hefshe called the office of the Medical Examiner
to report Patient #1's death [JNBICIIN was
asked if hefshe informed the Medical Examiner
that Patient #1 was given a paralytic drug by
mistake that contributed to histher death.

hefshe answered the guestions the Medical
Examiner asked himer but he/she could not

every nurse and paramedic who
work in an area of the Hospital
where Paralyzing Agents are
available in AcuDose dispensing
cabinets, are required to complete
an online training module outlining
the process changes, Independent
Double Check, vial packaging and
naming convention changes. Any
nurse or paramedic staff member
required to complete such training,
and who has not completed the
computer-based training prior to
November 27, 2018 for any reason,
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including being on vacation or not
A 364 | continued From page 45 A 145 scheduled to work at the Hospital
was asked if he/she had any during the time period, will not be
communication with the family regarding the permitted to begin their next shift at
evenl.ﬁst‘z}ted that hesshe talked to the Hospital without first completing
&mm%&%&mm&mw the rgqgired training. The Hospital is
monitoring the completion of the
Telephone interview with the GG required training programs, and as
b)(6 in the Medical Examners of November 21, 2018, 1,334
office on 11/5/18 at 10:01 AM, "13(!"35 asked individuals, which is 53% percent of
about (Named Patient #1) and what was reporied the Hospital's staff members
;‘::;'T‘,%Q: Li?g;ﬁ;ﬁ%lzmﬁg required to receive the_- gducation,
called in by [Named Physician #1]. The death had completed the training
certificate says he/she had a bleed. We declined requirement.
jurisdiction because there was an MRI that
confinmed the bleed..." o Monitoring: The Hospital will 11/27/18
The()(B) was asked o describe the process implement several measures to
gf::,,’:;f;;:g mzmgﬂ:‘aﬂ;ﬁk mon?tor .compliap(.:e wit.h the updated
as admission, date and time of death, reason for medication administration
the admission, what were they treated for.” requirements. Beginning on
TheB)B)was given the mformation for Patient #1 November 27, 2018, the Hospital's
and heishe looked up hister case. The@)B)was Enterprise Medication Safety Officer,
asked if administering a paralytic i eror that in collaboration with the Chief
caw a0eATWOd e some!hmg el Nursing Officers, Executive
Examiner's office should be notified of, and the )
)8 stated, “Yes . The information shows hefshe Pharmacy Leadership, and Chief of
died of an Intracerebral bleed. We released Staff, will compile monthly reports of
jurisdiction because there was an MRI that overrides from AcuDose cabinets for
confimmed the bleed. [Named Physician #1] stated paralyzing agents, which will be
maybe there was a medication error, but that was reviewed at the medication safety
hearsay, nothing has been documented. Since . .
there was no documentation and he/she said it committee, as well as on the unit
was just hearsay, we didn't see any red flags..." level, and assessed for
The name of the drug was not disclosed to the appropriateness. Such monthly
ME. reporting will be ongoing, and
A 385 | NURSING SERVICES continue for three months following
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] Enterprise Medication Safety Officer
A 385 | Continued From page 46 A 145 will continue to periodically review
e A and provide override performance
£ hospal must havesan:ongantzed THsEg reports as part of ongoin
service that provides 24-hour nursing services. m P dicati P aifat og % Bitic
The nursing services must be fumnished or edieation Saiety EanmItiae work.
supervised by a registered nurse. . L
In addition, beginning on November | 11/27/18

This CONDITION is not met as evidenced by:
Based on policy review, document review,
medical record review and interview, the hospital
failed to ensure nursing services administered the
coirect medications, monitored the patient for any
adverse reactions following the administration of
a medication and prevented a preveniable death.

The faikire of the hospital fo mitigate risks
associated with medication errors and ensure all
patients’ received the comect medications to
protect their physical and emotional health and
safety placed all patients in a SERIOUS and
IMMEDIATE THREAT to the health and safety of
all patients and ptaced them in IMMEDIATE
JEOPARDY and risk of sernious injuries and/or
death.

The findings inciuded:

1. The hospital nursing services failed o ensure
the correct medication was administered.

Refer to A-0395

2. The hospital nursing services failed to ensure
medications were administered comectly per the
physician's order and failed fo ensure the nurse
adhered to standards of practice and facility
policies.

Refer to A-0405

27, 2018 and continuing on a
monthly basis until 100%
compliance is achieved, Hospital's
Chief Nursing Officers will review
monthly reports of Independent
Double Check, in order to verify
compliance with the Independent
Double Check procedure for
Paralyzing Agents. Such monthly
reporting will be provided to
medication safety committees and
the Hospital’'s Nursing Quality
Committee.

The Hospital also-imposes the following
general requirements for nurse training and
education regarding its policies and
procedures:

In regard to nurse training on
medication administration, medical
record documentation, and
monitoring of patients receiving
medication, all newly hired nurses
are required to complete computer-
based training related to the
preparation of drugs and safe
medication practices. All nurse
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Continued From page 47 residents, who are new graduate
A 385 | 3 e hospital failed to ensure nursing services A 145 registered nurses hired with less
correctly administered an IV drug and monitored than six months of nursing
for side effects after adminisiration. experience, are required to complete
such education regarding safe
Refer 4403 medication racticgesr asgwsell as
RN SUPERVISION OF NURSING CARE P ' .
A 395 | CFR(s): 482.23(bX3) attend a workshop on medication

Aregistered nurse must supervise and evaluate
the nursing care for each patient.

This STANDARD is not met as evidenced by:
Based on standards of praclice, document
review, review of hospital poficies and
procedures, medical record review, and interview,
the hospital faited tc ensure all Critical Care
Registered Nurses (RN) implemented policies
and procedures pertaining to the supervising and
evaluating the nursing care that was provided for
each patient for 1 of 1 (Patient #1) patients
reviewed who received the wrong medication.

The faiture of the hospital to ensure all nurses
implemented standards of practice, policies and
procedures pertaining fo the supervision and
evaluation of all patients resulted in a fatat
medication error for Patient #1 and placed ali
patients in a SERIOUS and IMMEDIATE THREAT
of their health and safety and placed them in
IMMEDIATE JEOPARDY for risk of sefigus
injuries and/or death.

The findings included:

1. Review of Lippincott Manual of Nursing
Practice 10th Edifion documented, "...Waich the
patient's reaction to the drug dusing and after
administration. Be alert for major adverse effects,

safety. These trainings have been
updated to include education as to
the revisions to the Medication
Policy, the new nomenclature for
Paralyzing Agents, the updated
requirements for monitoring patients
receiving High Alert Medications.

e Further, all nurses and nurse
residents receive ongoing education
on an annual basis regarding a
variety of topics determined by
Hospital nurse leaders, educators
and staff. Nursing staff must validate
competency in the identified topics
between January and June of each
calendar year through a variety of
methods, including an online
tearning module, skill validation on a
mannequin, observation of daily
practice, etc. The Hospital will
include medication administration,
patient monitoring, documentation
and other issues discussed in this
Plan of Correction in such annual
competencies, as appropriate and
based on the issues revealed in
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Continued From page 48 results of the audits described
A 395 | such as.. respiratory distress... NURSING A145 herein.
ALERT..The nurse is ufimately accountable for The Hospital has reviewed its policies and
the drug administered... procedures related the role of the “Help All
Review of the hospital's High Alert Medications Nurse”, which is a type of resourF:e nurse,
policy documented, *_..High Alert Medications - and made the following changes:
Medications that bear a heightened risk of
e The Hospital has updated Scope of | 11/20/18

causing significant patient harm when used in
error.._ Medication orders are reviewed by a
pharmacist prior to removal from floor stock or an
automated dispensing cabinet unless.._ A delay
would harm the patient (including sudden
changes in a patient's cinical status...Additional
strategies are followed for a specified fist of High
Alert Medications...Higher level decision
support...Independent Double-Check where
electronic clinical systems prompt dual signoff.."
Vecuronium was listed as a high alert medication.
There was no documentation in this policy
detailing any procedure or guidance regarding the
manner and frequency of monitoring patients
during and after medications were administered.

The Drug Summary for Midazolam Hydrochloride
(Versed). Retrieved from PDR, 2018,
hitp:/fwww.pdr_nei documented, .. CLASSES
Anxiofytics Benzodiazepine Sedative/Hypnotics
Other General Anesthetics.. Administration of
midazolam requires an experienced clinician
trained in the use of resuscitative equipment and
skilled in airway management...Monitor patients
for earty signs of respiratory insufficiency,
respiratory depression, hypoventilation, airway
obstruction, or apnea (i.e., via pulse oximetry),
which may lead to hypoxia and/or cardiac arrest.

The facility's "High Alert Medications Chart: Adutt
Patients Revised May 2018" did not list any
moderate sedation agents such as Versed.

Care documents in each department
that relies on a “Help All Nurse” (or

similar position), in order to define
the applicable role and duties. At
the Hospital, “Resource Nurse” is

generally used to describe a nursing

role that usually does not take
patient assignment during the shift

but takes direction from the Clinical

Staff Leader or Resource Staff
Leader to assist other nurses as
workloads demand, including rapid
response teams, STAT calls, and

transports. Resource Nurse roles in

various departments include Float
Nurse; Procedural Nurse; Admit
Discharge, Transfer Nurse; and

Patient Flow Nurse. The Scopes of
Care were revised in intensive care
units and non-intensive care units to

define the applicable Resource
Nurse role (including the “Help All

Nurse” as applicable) by November

20, 2018. Nursing leadership of
each Hospital department that

utilizes such a Resource Nurse role
will review the departments Scope of
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Continued From page 49 Care document on an annual basis
A 395 A 145 to ensure duties of the position
Review of the hospital's Medication remain complete and accurate.

prescribed frequency and time of

strength; Dosage of medication

administered to her on 12/26/17.

documented, *...CORE

from occurring..."

Hematoma of the Brain, Headache,

Hypertension.

Adminisiration documented, "[Named Hospital]
staff validate the five rights of medication
administration to minimize medication
errors.._Right patient; Right medication; Right
dose; Right route...Right ime to adhere to the

adminisiration.. Document medication
administration in the elecironic medical record to
include, at a minimum, the following...Date and
time of admnistration; Medication name and

administered...Route of administration..*

There was no documentation in this policy
detailing any procedure or guidance regarding the
manner and frequency of monitofing patients
during and after medications were administered.

There was no documentation in Patient #1's
medical record that Vecuronium or Versed was

Review of the hospital's RN 2CC Job Description

COMPETENCIES...Fulfiiis Safety and Regulatory
Requirements: Understands all aspects of
providing a safe environment and periorms
routine safety checks to prevent safety hazards

2. Medical record review for Patient #1 revealed
the patient was admitted to the hospital on
12/24/17 with diagnoses of Intraparenchymat

Homonymous Hemianopia (vision field loss of
both eyes)-Left, Atrial Fibrillation, and

The Hospital has reviewed its policies and
procedures related to state reporting, and
has made the following changes:

The Hospital reviewed its
Occurrence Reporting: Patient and
Visitor policy, which outlines
requirements of every Hospital
employee, attending physician and
house staff member to report certain
occurrences to the Hospital’s Office
of Risk and Insurance Management,
either through the online occurrence
reporting system or through a phone
call to Risk Management. The
Hospital has revised the Occurrence
Reporting: Patient and Visitor policy
to require Risk Management to
report any a) incidents of abuse,
neglect, or misappropriation reported
to the Hospital department as
complaints for certification
processes; b) strike by staff; c)
external disaster impacting a
Hospital facility; d) disruption of any
service vital to the continued safe
operation of the Hospital facility, or
to the health and safety of its
patients and personnel; and e) fires
at a Hospital facility that disrupt the
provision of patient care services or

11/27/18
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A physician progress note written on 12/25/17 at
1:32 PM, by Physician #2 documented, "...no
acute events since admission...encourage out of
bed activity.. DISPO [Disposition] no further
critical care issues. likely going to the floor
today..."

Review of medication order #60651186 order
details dated 12/16/17 at 3:00 PM revealed
Versed 2 milligrams (mgs) infravenous one time.
Administration instructions documented, “For
PET sca# if first milfigram insufficient, can give
1-2myg additional if needed...”

Review of the Automatic Dispensing Cabinet
(ADC) detail report revealed the order was
entered on 12/26/18 2:47 PM. Pharmacy verified
the order at 2:49 PM. Versed was not removed
from the Automated Dispensing Cabinet (ADC).

Review of the ADC detail report dated 12/26/17
revealed Vecuronium (a heuromuscular paratytic
drug) 10 mg. injection vial was taken by RN #1 at
2-59 PM from the ADC located in the Neura ICU
using the override feature. There was no
physician order for Patient #1 to receive this drug.
The override was not verified by Pharmacy.

Interview with the INNE)E N
on 11/1/16 at 12:36 PM in conference room 167
the (IINBY@EMIMas asked if there was
documentation anywhere in Patient #1's medical
record that he/she received Vecuronium and how

much and when he/she received it. The (B)(E)
B EMstated, "No_.."

A physician progress note written on 12/26/17 at
6:28 PM by an Advance Praclice Registered
Nurse (APRN) and co-signed by Physician #2
documented, "...Received patient to NCU [Neuro

any entity, including but not limited
to a fire department charged with
preventing fires. These policy
revisions are scheduled to be
approved by Executive Policy
Committee of the Medical Center
Medical Board effective November
27, 2018. The Occurrence
Reporting: Patient and Visitor policy
places the responsibility for reporting
to the Tennessee Department of
Health pursuant to the Health Data
Reporting Act of 2002 with the Office
of Risk and Insurance Management.
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Continued From page 50 cause harm to the patients or staff,
A 395 A 145 or that are reported by the facility to

Effective on November 27, 2018, the 11/27/18
Hospital will implement a revised
procedure during the established
weekly meeting of the Event Review
Committee to include regular
evaluations of whether occurrences
reported to the Office of Risk and
Insurance Management require a
report to the Tennessee Department
of Health, pursuant to state law
requirements. The Event Review
Committee reviews patient events
with harm or potential harm on a
weekly basis, to identify those
events which may require an Event
Analysis pursuant to the Hospital
policies, further investigation by Risk
and Insurance Management,
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Continued From page 51 external reporting, or other potential
A395 | Critical Care Unif] after cardiac arrest in PET A 145 safety or risk issues. The Event
scan. Pgr rem ROSC [Return of Spontaneous Review Committee is a Quality
Circulation] received after approximately 2 rounds improvement Committee (QIC) as
of ACLS [Advanced Cardiac Life Support). Patient Kt
was intubated during event...Current defined pirsuantia TCA, §§63 1,
Facility-Administered 150 and 68-11-272 and |§ comprised
Medications... Vecuronium..." No dose, roufe or of representatives from Risk and
frequency was documented. Insurance Management; Quality,
g y
. ) Safety, and Risk Prevention; and
Qggy:::lagyppuggfgs's "‘?g:’g::eo':e;msxg;; Patient Safety Officers. The Event
2 : ySiCian nted, *.. ) i i
e of in the ICU, [heshe] Review Committee rep0t.ts to the
displaying myoclonic jerks w/stinuus Self Insurance Trust, which reports
interspersed with posturing._pt's neuro exam is to the Hospital Medical Center
very concerning. after diw fdiscussion with] Medical Board. The participants of
ne:ol?gy teatm, t“\:t};\]smt:td that (hisher] :‘:“ the Event Review Committee have
is ¢/w [consistent with] wi wiould be seen T .
o}
anoxic brain injury - CT [Computerized geen mforme; ftrrt1.e cha?ges tc:1 the
Tomography] head showed some increase in ccurrencF? eporting policy an
swelling, but area of bleed not worsened - initially these additional procedures. The
suspected worsening hemonhage as reason for Senior Vice President of Quality,
amest, however after further discussion, it is Safety and Risk Prevention and the
suspected that [he/she] may have received an Vice President of Risk and
wcarect medl?atlon Wirch .co"“'bmed i "_'e Insurance Management will continue
event . DISPQO: pt's course is very conceming. o . .
Given myoclonic jerks there s high concem for partlcjlpate in su?:h weekly committee
anoxic brain injury._." meetings and will monitor state
reporting processes to ensure the
A physician progress note writien on 12/27/17 at Hospital reports as required by state
3‘;27 ‘_‘M':g: phystcnltaer;md |°:_5‘9“ed bj:h and federal law. Further, the
sician locume , ...l discussed the i s o
case with the nearology team and t is felit that Hgspltal is currently communicating
these changes in exam likely represent with the Tennessee I?gpartm ept of
progression towards but not complete brain Health regarding additional guidance
death._.[He/She] was made a DNR/DNI [Do Not on reportable events under state
Resuscitate/Do Not Intubate]. Palliative law.
extubation was performed 12/27/17 at 12:57 AM.
Vasoactive infusions were then discontinued. . . .
= The Hospital has reviewed its policy | 11/27/18

Time of cardiopulmonary death was 1:07 AM by

outlining reporting requirements to
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Continued From page 52 the Davidson County Medical
A 395 pulselessness on [his/mer] artenial line..." A 145 Examiner, inCluding its Deaths
Requiring Reporting to the Medical

interview with tne IINGE I Examiner policy (hereinafter,
AENE) (G on 10/31/18 beginning at “Medical Examiner Policy”). The

3:15 PM. In confesence room 167, Ihe Hospital has amended the Medical

was asked about histher role regarding [Named h ; )

Patient #1]. The B stated, "... We leamed Examiner Policy, which amendments

the nurse and [his/her] Orientee were calied to are scheduled to be approved on

Radiology for a patient that was having some November 27, 2018, to clarify that all

anxiely.. [He/She] [RfN #1] pulled the med_from details supporting a decision of: a) a

s [H.eIShe] went inlo the system and picked suspicious, unusual or unnatural

the patient and typed "VE" for Versed and did a . . -

search. fHe/She] chose Yecuronium because it death, including unexplained

was the first that came up. The window popped surgical and anesthetic deaths, and

and alert up notifying that drug was not in the b) death during or as a result of a

patient's profile and [He/She] over rode that, diagnostic or therapeutic procedure,

which can be done due to possible emergencies. medication error, or adverse,
mﬁgﬁ\?&vﬁdﬁ%ﬁ?ﬁ:ﬁ t?:ebe allergic, or toxic reaction to a

reconstituted]. Reconstitution was a question of therapeutic agent, shall be reported

where was it done. [He/She] gives the drug to the to the Medical Examiner. The

patient and feft the patient unattended." The revised Medical Examiner Policy

MAPST was asked how long was Patient #1 feft also requires all conversations with
unatiended. The [i{B)(E)istated, "They found the Medical Examiner's Office to be

[im/her] in amest, called the code. | dont know documented in the patient’s medical

how long it was between when the med was ' . g

given and the code was calied...” record, including the rationale for

reporting pursuant to the criteria

Telephone interview with NBWGIlon 11/5/18 outlined in the Policy.

beginning at 4:41 PM, -\ was asked fo

describe the cikcumstances leading up to Patient 12/3/18

#1's death beginning on Tuesday 12/26/17(§)6)
tated, "| was in a patient care role, | was the
help-all nurse. A help-all nurse is a resource

Physician and House Staff to

e Training: By December 3, 2018, the
Hospital is requiring every Attending

nurse and | had an Orientee”
go downstairs fo Radiology PET scan and

because the patient was not able to tolera

ated that RN #2 had asked (him/her) to

administer the medication Versed to Patient #1

te the

complete education regarding the
revised Medical Examiner Policy
requirements, reporting
requirements under state law, and
documentation in the medical record
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Continued From page 53 under the Policy, as well as
A 395 | pETsean procedure or they woutd have to send A 145 documenting communications and
him/Mer back and reschedule it. disclosure with family and/or patient
@) stated he/she searched for the Versed representative.

searched for the Versed.

medication on the kst

on the vial.

#1.

himvher] relax”.

measured the amount | needed”

ThefjB)stated Radi

there at the time he/she

under Patient #1's profile in the ADC and
couldn't find it. (B8} stated that hetshe then
chose the ovemide setting on the ADC and

stated he/she was talking to the Orientee
e hefshe was searching the ADC for the
Versed and had typed in the first 2 letters of
Versed which are VE and chose the 1st

[@)(@Yl stated he/she took the medication vial out
of the ADC, and looked at the back of the viat at

the directions for how much to reconstitute it with.
IB)@liverified he/she did not re-check the name

ted hefshe grabbed a sticker from the
patient's file, a handful of flushes, aicohot swabs,
a biunt tip needie. B8] stated heishe put the
medication vial in a baggie and wrote on the
baggie, "PET scan, Versed 1-2 mg* and went to
Radiology to administer the medication to Patient

[BY{E)l was asked how long it took himvher to get
fo the Radiology department PET scan, and|
(@ 5tated, "5 minutes or less, it was my first ime
fo go to PET scan, | had to ask for directions”.
[BY@ stated, “1 saw one patient [who was
Patient #1] on one of our beds, | checked the
patient for [his/her] identity, and told [him/her} |
was there to give [himMer] something to help

B stated, *| reconstituted the medication and

Technician #1 was

§l administered the
medication IV to Patient #1. [[B){6)istated he/she
left the Radiology PET scan area after he/she

« Monitoring: The Chief of Staff, Office
of Decedent Affairs and Quality,
Safety and Risk Prevention will
review Medical Examiner reporting
to ensure the Hospital reports as
required by state law. Additionally,
this group will conduct audits of a
designated number of patients who
died under circumstances potentially
reportable under the Medical
Examiner Policy, randomly selected,
in order to assess compliance with
state reporting requirements. In the
event such an audit reveals non-
compliance, inconsistencies or
questions, the Office of Decedent
Affairs will elevate these issues to
the VUMC Quality Steering
Committee to determine whether
additional steps are required for
compliance, such as targeted
education and/or training.

A 286 | The Hospital has reviewed its policies and
procedures related to its Quality Assurance
and Performance Improvement (QAPI)
process, and has committed to ensure
comprehensive and robust investigation and
implementation of safety measures:
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Continued From page 54 e The Hospital has reviewed its
A 395 A 286 current procedures in place to

had administered the medication to Patient #1.
was asked how much medication did
hetshe administer to Patient #1, and
stated, "I can't remember, [ am pretly suie | gave
[himsher] 1 millliter.
was asked what e with any left
over medication, and the( ed, "1 put the left
over in the baggie and gave it to [Named RN
#2].."
B)E) was asked what he/she did after
administering the medication to Patient #1, and
d helshe left Patient #1 in Radiology.
D)@ confirmed that he/she did not monitor
Patient #1 after the medication was administered.
was asked what happened next and the
(B)(6)stated, "Patient #1's family was standing
outside in the hallway...we heard a rapid
response call for PET scan. That was a red flag
since the patient was ours, so [Named RN #2]
called down there [to the PET scan] but there was
no answer. The famity looked at us and said
"ours?" [Named RN #2] said "we are going to
make sure." We fried to call PET scan again, we
were being responsible to go to see if it was our
patient".
(B)E)) stated that he/she and RN #2 went to PET
scan and when they armived Patient #1 was
intubated and had regained a heart rate. TheB)(8)
stated he/she, Physician #2, and the Charge
ved Patient #1 back to the ICU.
ﬂtem "l told [Named Physician #2] that |
had given him/her Versed a few minutes ago...l
reminded the Nurse Practitioner that Patient #1
was awake but unmonitored when | gave himmher
the Versed”.
stated RN #2 approached hirvher and
ﬂ "Is this the med you gave [himer]?" and

(B)(6)! responded "yes* {86l then stated RN #2
said, "This isn't Versed, It's Vecuronium.”

ensure a thorough and prompt
analysis of a critical adverse event,
near misses and all the causes, and
implementation of preventive actions
that include implementing additional
safety parameters as needed. The
Hospital's existing QAPI program is
typically initiated at the department
or unit level, or through a report from
staff through the online occurrence
reporting system. Reported events
are assessed by the Office of Risk
and Insurance Management, Quality
Safety and Risk Prevention, and
operational leadership, and may be
analyzed by the Event Review
Committee. Each event report is
reviewed locally by the designated
manager and Clinical Risk Manager,
before being referred to the
applicable Hospital safety team in
which the event occurred. The
Safety Teams use standardized
tools to assess each case for the
potential of being a Serious Safety
Event (“SSE"). A clinical review is
performed to assess if there were
potential deviations in generally
accepted practices that resulted in
patient harm. If it is deemed so, then
the SSE Leadership team for the
entity is called together. The
applicable SSE Leadership team is
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Continued From page 55 comprised of the Hospital’s
A 395 A 286 executive leaders (Chief Executive

[B)(6)] stated ne/she then went into Patient #1's
room and informed Physician #2, and the NP that
heishe had made a mistake and administered
Vecwonium to Patient #1 instead of Versed.
BB was asked if hesshe documented he/she
had administered the Vecuronium in Patient #1's
medical record stated, " did not. | spoke
with [Named Nurse Manager] and hefshe told me
the new systern would capture it on the MAR

[Medication Administration Record]. | asked and
hefshe said it woukd show up in a special area in
a different color *

[B)E) was asked if he/she could remember how
much Vecuronium he/she administered to Patient
#1, and [[B{B) stated, "1 would have given her 1

milligram.”

)] was asked if he/she talked to anyone at
the hospitat in the days after the event, and the
RN staied, " did have some conversations with
risk management. | don't remember all | said. it
was on the phone. | came back oa the 3rd
[January] and saw [Named Nurse Manager]. That
is when | was terminated. They sent me to an
employee resource counsellor for my own

al wellbeing.”

NB)(6)} was asked about the Tetp-all nurse” role
and was there documentation of what was done
while working a shift, and the RN stated, "If you
do something, you just chart it for that patient”.
The RN stated there was not an actual job
description for the rofe of a "help-all nurse”

Refer to A 144 and A145.

Officer, Chief Nursing Officer, Chief
Operating Officer, Chief of Staff,
Risk Management and other
designees). The SSE Leadership
team reviews the case and then
votes on the SSE. This procedure
creates situational awareness and
accountability for organizational
leaders. Once the SSE is confirmed,
a Serious Safety Event Notification
goes out to Hospital leadership
across the health system. An SSE
analysis is conducted and includes
frontline clinicians, those directly
involved with the case, unit
leadership, support teams and other
departments. Each case is unique
and participants are invited relative
to their role in the event. The
analysis is facilitated by members of
the Hospital Safety team, with Risk
Management and physician leaders
in Quality and Patient Safety roles
who participate as well. An action
plan is developed and distributed to
the participants for implementation.
Where the plan includes
requirements for training of
appropriate personnel, such training
is initiated promptly. On a monthly
basis, SSEs and the associated
action plans are presented to the
Hospital's executive team members
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A 286

in their respective Quality
Committees and summary reports at
the Hospital Quality Steering
Committee. The SSE analysis
process has also been reviewed in
detail with the VUMC Board Quality
and Safety Committee, which
receives reports at each meeting
regarding Hospital quality and safety
initiatives and concerns from the
Deputy CEO of VUMC. The Senior
Vice President of Quality, Safety and
Risk Prevention will monitor the
QAPI program to ensure
comprehensive and robust
investigation and implementation of
safety measures.

The Hospital has reviewed its policies and
procedures related to monitoring of patients
during and after medication administration
and made the following changes:

The Hospital has revised its policy
previously titled Transport of the
Critically lll Patient, which revisions
are scheduled to be approved on
November 27, 2018, to broaden
application of the policy beyond
critically ill patients. As such, the
newly amended policy is titled
“Transport of Patients” (hereinafter,
“Transport Policy”). This policy
provides that every patient shall be
transported with equipment,

11/27/18
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A 286

monitor and support the patient’s
physiological needs. The policy
details that the level of care is
maintained during transport and
after arrival at the receiving
department/unit, and describes
specific monitoring and
documentation requirements. The
amended policy states that when a
patient requires continuous
monitoring, a clinical staff member is
required to be available to receive
handover of the patient pursuant to
the Hospital's CL SOP - Clinical
Handover Communication
procedure. Any such handover will
be documented in the medical
record. In the event a clinical staff
member is not available to receive
the patient, the transporting clinical
staff member must remain with the
patient. Further, the Transport Policy
states that patients receiving
medications that could lead to
respiratory depression and/or
respiratory distress are monitored
during and after transport, with the
duration and frequency of the
monitoring to be based on the
patient’s condition, type of
medication, and route.
Documentation will be in accordance
with VUMC's Medication
Administration Policy. The
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A 286

Transport Policy further states that
such monitoring may include, but is
not limited to, direct observation,
vital signs, and neuro checks. The
revised Transport Policy further
requires appropriate documentation
to be completed in the patient’s
medical record upon leaving and
returning to the unit, including the
times the patient leaves and returns
to the unit.

The Hospital has revised its High
Alert Medication Policy, which
revisions are scheduled to be
approved on November 27, 2018, to
detail required monitoring of patients
receiving administration of high alert
medications. Specifically, the
amended High Alert Medication
Policy states that the patient’s
clinical status is monitored to
evaluate patient response to
medication and/or adverse
reactions, and the duration and
frequency of monitoring is based on
the patient’s condition, the type of
medication, and route of
administration. Such monitoring may
include, but is not limited to, direct
observation, monitoring of vital signs
and neurological status.

The Hospital's Medication
Administration Policy has been

11/27/18

11/27/18
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A 286 revised, which revisions are

scheduled to be approved on
November 27, 2018, to detail
required monitoring of patients
receiving medications. Specifically,
the amended Medication
Administration Policy states that the
patient's clinical status is monitored
to evaluate patient response to
medication and/or adverse
reactions, and the duration and
frequency of monitoring is based on
the patient’s condition, the type of
medication, and route of
administration. Such monitoring may
include, but is not limited to, direct
observation, monitoring of vital signs
and neuro checks. The Medication
Administration Policy has been
further amended to require specific
documentation in the medical record
regarding medication administration.

The Hospital reviewed its policies
and procedures related to moderate
sedation, specifically the Standard
Operating Procedure for Moderate
Sedation, to ensure sufficient
safeguards are in place. The
Hospital determined that its has in
place comprehensive guidance
regarding the administration of
moderate sedation, specifically
including procedures for ensuring
patients receiving sedation are
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A 286 continuously observed and

physiologically monitored throughout
the sedation period by a nurse,
advanced practice nurse, physician,
or other qualified and trained staff as
approved by the Hospital's Sedation
Committee. The SOP for Moderate
Sedation details the post anesthesia
recovery scoring system and score
that is required to discontinue
monitoring. The SOP for Moderate
Sedation also includes conditions for
transporting patients who have
undergone moderate sedation,
including required monitoring. The
Hospital has determined that no
updates to the SOP for Moderate
Sedation are required.

e Training: By December 3, 2018, the
Hospital is requiring all managers,
clinical staff leaders (CSLs), nurses,
licensed practical nurses (LPNs),
respiratory therapists and
paramedics working in inpatient and
procedural areas of the Hospital to
complete education through its on-
line education system, which
addresses the updates to the
Transport Policy, High Alert
Medication Policy, and Medication
Administration Policy including the
requirements for monitoring patients
during transport and during and after
medication administration,

12/3/18
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A 286

appropriate handover, and related
medical record documentation. No
clinical staff member listed above
will be able to begin shift after
December 3 without confirmation of
training and subsequent competency
testing. The Hospital's Chief
Nursing Officers monitor this
education requirement and provide
regular updates to directors of these
departments to ensure compliance.

Monitoring: Beginning on December
3, 2018 and continuing for the
following three months, the
Hospital's Chief Nursing Officers will
oversee weekly chart reviews of 5
patients from each unit, randomly
selected, to assess for compliance
with improvement in medication
safety, transport and monitoring of
patients. Such patient records will be
reviewed for documentation of the
appropriate monitoring, handover
communication, and documentation
consistent with the Transport Policy,
Medication Administration Policy and
High Alert Medication Policy. In the
event such an audit reveals non-
compliance, inconsistencies or
questions, the Chief Nursing Officers
will follow-up with the unit level
nurse managers for additional steps
required to achieve compliance,
such as targeted education and

12/3/18
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A 286 training. The Chief Nursing Officers

will review monthly updates of such
chart review audits to the VUMC
Nursing Quality Committee.

The Hospital has reviewed its policies and
procedures related to access and
administration of Paralyzing Agents and
made the following changes:

e A multi-disciplinary work group
comprised of Hospital leaders
including Physicians, Pharmacy,
Risk, Nursing, Quality, and Health
Informatics was convened beginning
on January 19, 2018 to assess
Paralyzing Agents included on the
override medication list. This
workgroup determined to remove
vecuronium from the AcuDose
(Hospital's automated dispensing
cabinet) override status list, which
removal was approved by the VUMC
Pharmacy, Therapeutics and
Diagnostic Committee on February
23, 2018 and implemented on March
1, 2018. The work group determined
that rocuronium would remain on the
override list, based on the work
group’s determination that the
clinical risks to patients of not having
access to rocuronium outweighed
the potential safety benefits from
removing the Paralyzing Agent from
override status. The Hospital's
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A 286 Medication Safety Officer in

partnership with the VUMC

Pharmacy, Therapeutics and
Diagnostic Committee will reassess
the Paralyzing Agents, including
rocuronium, on the override list
annually.

e The Hospital has changed the 11/27/18
naming convention from
“Neuromuscular Blocking Agents”,
as referenced in certain policies,
including the High Alert Medication
Policy, to “Paralyzing Agents” for
consistency throughout the Hospital.
The Hospital has also standardized
the nomenclature utilized for
Paralyzing Agents across the
Hospital in eStar (Hospital's
electronic medical record) and
AcuDose, such that both electronic
systems present the name as
“PARALYZING AGENT" followed by
the medication name. Paralyzing
Agents will no longer be able to be
pulled up on the AcuDose override
screen by typing in the drug name.
Instead, “PARA” will be typed in - the
first two letters of “Paralyzing Agent”
- which will then pull up the list of
Paralyzing Agents in the AcuDose
cabinet. The four Paralyzing Agents
are the only medications that result
on both electronic systems in a
search for “PARA’". Signs are
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A 286

attached to the AcuDose cabinets
indicating that “PARA” must be used
to access Paralyzing Agents. The
new nomenclature of “Paralyzing
Agent: [medication name]” will be
effective in both eStar and AcuDose
as of November 27, 2018. Effective
on November 27, 2018, this updated
procedure is documented by an
amendment to the Hospital's High
Alert Medications Charts for both
Adult Patients and Pediatric
Patients, which are incorporated into
the High Alert Medications Policy.
These charts have been amended to
list the four (4) specific Paralyzing
Agents available at the Hospital, and
to reflect the updated nomenclature
of “Paralyzing Agent [medication
name)’.

On November 27, 2018, the Hospital
will implement warning in AcuDose
and eStar, stating: "WARNING:
PARALYZING AGENT - Causes
Respiratory Arrest — Patient Must Be
Ventilated.” The Hospital has
amended the High Alert Medications
Charts for both Adult Patients and
Pediatric Patients, effective on
November 27, 2018, to specify this
pop-up warning as a Specific Safety
Strategy for PARALYZING
AGENTS.

11/27/18

FORM CMS-2567 (02-99) Previous Versions Obsolete Event ID: NVYT11

Facility ID: TNP53127

If continuation sheet Page 65 of 105




DEPARTMENT OF HEALTH AND HUMAN SERVICES
CENTERS FOR MEDICARE & MEDICAID SERVICES

PRINTED: 11/16/2018
FORM APPROVED
OMB NO. 0938-0391

STATEMENT OF DEFICIENCIES (X1) PROVIDER/SUPPLIER/CLIA
AND PLAN OF CORRECTION IDENTIFICATION NUMBER:

440039

(X2) MULTIPLE CONSTRUCTION
A. BUILDING

B. WING

(X3) DATE SURVEY
COMPLETED

11/08/2018

NAME OF PROVIDER OR SUPPLIER

VANDERBILT UNIVERSITY MEDICAL CENTER

STREET ADDRESS, CITY, STATE, ZIP CODE
1211 MEDICAL CENTER DRIVE
NASHVILLE, TN 37232

(X4) ID SUMMARY STATEMENT OF DEFICIENCIES
PREFIX (EACH DEFICIENCY MUST BE PRECEDED BY FULL
TAG REGULATORY OR LSC IDENTIFYING INFORMATION)

D
PREFIX
TAG

PROVIDER'S PLAN OF CORRECTION

(EACH CORRECTIVE ACTION SHOULD BE

CROSS-REFERENCED TO THE APPROPRIATE DEFICIENCY

(X5)
COMPLETI
ON DATE

A 286

On November 27, 2018, the Hospital
will implement new procedures for
shrink wrap packaging to be added
to all vials of Paralyzing Agents
dispensed in AcuDose throughout
the Hospital, and effective
November 27, 2018 amendments to
the Hospital's High Alert Medications
Charts for both Adult Patients and
Pediatric Patients will be approved
to specify a Specific Safety Strategy
that all Paralyzing Agents dispensed
in AcuDose cabinets throughout the
Hospital will have shrink wrap
packaging. The Hospital Executive
Pharmacy Leadership will monitor
compliance with the required shrink
wrap packaging of Paralytic Agents
by conducting random audits of all
AcuDose cabinets throughout the
hospital and validating packaging
compliance for a minimum of three
months of consecutive 100%
compliance.

As of November 27, 2018, the
Hospital will finalize and implement
new procedures to require the
additional Specific Safety Strategy
for all Paralyzing Agents to include
an Independent Double Check
conducted by two licensed
registered nurses prior to the
administration of a Paralyzing Agent,
where electronic clinical systems

11/27/18
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prompt dual sign off for bolus doses
and upon the following for infusions:

o Initiation of infusion

o Change of container

o Handover
The Hospital has amended the High
Alert Medications Charts for both
Adult Patients and Pediatric
Patients, which revisions are
scheduled to be approved on
November 27, 2018, to specify the
Specific Safety Strategy that all
Paralyzing Agents require such
Independent Double Check.

Training: By November 26, 2018,
every nurse and paramedic who
work in an area of the Hospital
where Paralyzing Agents are
available in AcuDose dispensing
cabinets, are required to complete
an online training module outlining
the process changes, Independent
Double Check, vial packaging and
naming convention changes. Any
nurse or paramedic staff member
required to complete such training,
and who has not completed the
computer-based training prior to
November 27, 2018 for any reason,
including being on vacation or not
scheduled to work at the Hospital
during the time period, will not be
permitted to begin their next shift at
the Hospital without first completing

11/27/18
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the required training. The Hospital is
monitoring the completion of the
required training programs, and as
of November 21, 2018, 1,334
individuals, which is 53% percent of
the Hospital's staff members
required to receive the education,
had completed the training
requirement.

Monitoring: The Hospital will
implement several measures to
monitor compliance with the updated
medication administration
requirements. Beginning on
November 27, 2018, the Hospital's
Enterprise Medication Safety Officer,
in collaboration with the Chief
Nursing Officers, Executive
Pharmacy Leadership, and Chief of
Staff, will compile monthly reports of
overrides from AcuDose cabinets for
paralyzing agents, which will be
reviewed at the medication safety
committee, as well as on the unit
level, and assessed for
appropriateness. Such monthly
reporting will be ongoing, and
continue for three months following
November 27, 2018. Thereafter, the
Enterprise Medication Safety Officer
will continue to periodically review
and provide override performance
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medication safety committee work.
In addition, beginning on November
' 11/27/18

27, 2018 and continuing on a
monthly basis until 100%
compliance is achieved, Hospital's
Chief Nursing Officers will review
monthly reports of Independent
Double Check, in order to verify
compliance with the Independent
Double Check procedure for
Paralyzing Agents. Such monthly
reporting will be provided to
medication safety committees and
the Hospital's Nursing Quality
Committee.

The Hospital also imposes the following
general requirements for nurse training and
| education regarding its policies and
procedures:

in regard to nurse training on
medication administration, medical
record documentation, and
monitoring of patients receiving
medication, all newly hired nurses
are required to complete computer-
based training related to the
preparation of drugs and safe
medication practices. All nurse
residents, who are new graduate
registered nurses hired with less
than six months of nursing
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A 286 experience, are required to complete

such education regarding safe
medication practices, as well as
attend a workshop on medication
safety. These trainings have been
updated to include education as to
the revisions to the Medication
Policy, the new nomenclature for
Paralyzing Agents, the updated
requirements for monitoring patients
receiving High Alert Medications.

e Further, all nurses and nurse

residents receive ongoing education
on an annual basis regarding a
variety of topics determined by
Hospital nurse leaders, educators
and staff. Nursing staff must validate
competency in the identified topics
between January and June of each
calendar year through a variety of
methods, including an online
learning module, skill validation on a
mannequin, observation of daily
practice, etc. The Hospital will
include medication administration,
patient monitoring, documentation
and other issues discussed in this
Plan of Correction in such annual
competencies, as appropriate and
based on the issues revealed in
results of the audits described
herein.

The Hospital has reviewed its policies and

procedures related the role of the “Help All
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A 286 | Nurse", which is a type of resource nurse,
and made the following changes:
e The Hospital has updated Scope of | 11/20/18

Care documents in each department
that relies on a “Help All Nurse” (or
similar position), in order to define
the applicable role and duties. At
the Hospital, “Resource Nurse” is
generally used to describe a nursing
role that usually does not take
patient assignment during the shift
but takes direction from the Clinical
Staff Leader or Resource Staff
Leader to assist other nurses as
workloads demand, including rapid
response teams, STAT calls, and
transports. Resource Nurse roles in
various departments include Float
Nurse; Procedural Nurse; Admit
Discharge, Transfer Nurse; and
Patient Flow Nurse. The Scopes of
Care were revised in intensive care
units and non-intensive care units to
define the applicable Resource
Nurse role (including the “Help All
Nurse” as applicable) by November
20, 2018. Nursing leadership of
each Hospital department that
utilizes such a Resource Nurse role
will review the departments Scope of
Care document on an annual basis
to ensure duties of the position
remain complete and accurate.
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A 364 | The Hospital has reviewed its policies and
procedures related to state reporting, and
has made the following changes:

e The Hospital reviewed its 11/27/18
‘Occurrence Reporting: Patient and
Visitor policy, which outlines
requirements of every Hospital
employee, attending physician and
house staff member to report certain
occurrences to the Hospital's Office
of Risk and Insurance Management,
either through the online occurrence
reporting system or through a phone
call to Risk Management. The
Hospital has revised the Occurrence
Reporting: Patient and Visitor policy
to require Risk Management to
report any a) incidents of abuse,
neglect, or misappropriation reported
to the Hospital department as
complaints for certification
processes; b) strike by staff; ¢)
external disaster impacting a
Hospital facility; d) disruption of any
service vital to the continued safe
operation of the Hospital facility, or
to the health and safety of its
patients and personnel; and e) fires
at a Hospital facility that disrupt the
provision of patient care services or
cause harm to the patients or staff,
or that are reported by the facility to
any entity, including but not limited
to a fire department charged with
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A 364 preventing fires. These policy

revisions are scheduled to be
approved by Executive Policy
Committee of the Medical Center
Medical Board effective November
27, 2018. The Occurrence
Reporting: Patient and Visitor policy
places the responsibility for reporting
to the Tennessee Department of
Health pursuant to the Health Data
Reporting Act of 2002 with the Office
of Risk and Insurance Management.

Effective on November 27, 2018, the | 11/27/18
Hospital will implement a revised
procedure during the established
weekly meeting of the Event Review
Committee to include regular
evaluations of whether occurrences
reported to the Office of Risk and
Insurance Management require a
report to the Tennessee Department
of Health, pursuant to state law
requirements. The Event Review
Committee reviews patient events
with harm or potential harm on a
weekly basis, to identify those
events which may require an Event
Analysis pursuant to the Hospital
policies, further investigation by Risk
and Insurance Management,
external reporting, or other potential
safety or risk issues. The Event
Review Committee is a Quality
Improvement Committee (QIC) as
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A 364 defined pursuant to TCA §§ 63-1-

150 and 68-11-272 and is comprised
of representatives from Risk and
Insurance Management; Quality,
Safety, and Risk Prevention; and
Patient Safety Officers. The Event
Review Committee reports to the
Self Insurance Trust, which reports
to the Hospital Medical Center
Medical Board. The participants of
the Event Review Committee have
been informed of the changes to the
Occurrence Reporting policy and
these additional procedures. The
Senior Vice President of Quality,
Safety and Risk Prevention and the
Vice President of Risk and
Insurance Management will continue
participate in such weekly committee
meetings and will monitor state
reporting processes to ensure the
Hospital reports as required by state
and federal law. Further, the
Hospital is currently communicating
with the Tennessee Department of
Health regarding additional guidance
on reportable events under state
law.

e The Hospital has reviewed its policy
outlining reporting requirements to
the Davidson County Medical
Examiner, including its Deaths
Requiring Reporting to the Medical
Examiner policy (hereinafter,

11/27/18
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A 364

“Medical Examiner Policy”). The
Hospital has amended the Medical
Examiner Policy, which amendments
are scheduled to be approved on
November 27, 2018, to clarify that all
details supporting a decision of: a) a
suspicious, unusual or unnatural
death, including unexplained
surgical and anesthetic deaths, and
b) death during or as a result of a
diagnostic or therapeutic procedure,
medication error, or adverse,
allergic, or toxic reaction to a
therapeutic agent, shall be reported
to the Medical Examiner. The
revised Medical Examiner Policy
also requires all conversations with
the Medical Examiner's Office to be
documented in the patient’s medical
record, including the rationale for
reporting pursuant to the criteria
outlined in the Policy.

Training: By December 3, 2018, the
Hospital is requiring every Attending
Physician and House Staff to
complete education regarding the
revised Medical Examiner Policy
requirements, reporting
requirements under state law, and
documentation in the medical record
under the Policy, as well as
documenting communications and
disclosure with family and/or patient
representative.

12/3/18
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Monitoring: The Chief of Staff, Office
of Decedent Affairs and Quality,
Safety and Risk Prevention will
review Medical Examiner reporting

" "to ensure the Hospital reports as -

required by state law. Additionally,
this group will conduct audits of a
designated number of patients who
died under circumstances potentially
reportable under the Medical
Examiner Policy, randomly selected,
in order to assess compliance with
state reporting requirements. In the
event such an audit reveals non-
compliance, inconsistencies or
questions, the Office of Decedent
Affairs will elevate these issues to
the VUMC Quality Steering
Committee to determine whether
additional steps are required for
compliance, such as targeted
education and/or training.

A 385 | The Hospital has reviewed its policies and

procedures related to monitoring of patients
during and after medication administration
and made the following changes:

The Hospital has revised its policy
previously titled Transport of the
Critically lll Patient, which revisions
are scheduled to be approved on
November 27, 2018, to broaden
application of the policy beyond

11/27/18
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A 385 critically ili patients. As such, the

newly amended policy is titled
“Transport of Patients” (hereinafter,
“Transport Policy”). This policy
provides that every patient shall be

“transported with equipment, — - —

supplies, and staff appropriate to
monitor and support the patient’s
physiological needs. The policy
details that the level of care is
maintained during transport and
after arrival at the receiving
department/unit, and describes
specific monitoring and
documentation requirements. The
amended policy states that when a
patient requires continuous
monitoring, a clinical staff member is
required to be available to receive
handover of the patient pursuant to
the Hospital's CL SOP - Clinical
Handover Communication
procedure. Any such handover will
be documented in the medical
record. In the event a clinical staff
member is not available to receive
the patient, the transporting clinical
staff member must remain with the
patient. Further, the Transport Policy
states that patients receiving
medications that could lead to
respiratory depression and/or
respiratory distress are monitored
during and after transport, with the
duration and frequency of the
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A 385

monitoring to be based on the
patient’s condition, type of
medication, and route.
Documentation will be in accordance
with VUMC'’s Medication
Administration Policy. The™ = =~
Transport Policy further states that
such monitoring may include, but is
not limited to, direct observation,
vital signs, and neuro checks. The
revised Transport Policy further
requires appropriate documentation
to be completed in the patient’s
medical record upon leaving and
returning to the unit, including the
times the patient leaves and returns
to the unit.

The Hospital has revised its High
Alert Medication Policy, which
revisions are scheduled to be
approved on November 27, 2018, to
detail required monitoring of patients
receiving administration of high alert
medications. Specifically, the
amended High Alert Medication
Policy states that the patient’s
clinical status is monitored to
evaluate patient response to
medication and/or adverse
reactions, and the duration and
frequency of monitoring is based on
the patient’s condition, the type of
medication, and route of
administration. Such monitoring may

11/27/18
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observation, monitoring of vital signs
and neurological status.
The Haospital’'s Medication 11/27/18

~ Administration Policy has been

revised, which revisions are
scheduled to be approved on
November 27, 2018, to detail
required monitoring of patients
receiving medications. Specifically,
the amended Medication
Administration Policy states that the
patient’s clinical status is monitored
to evaluate patient response to
medication and/or adverse
reactions, and the duration and
frequency of monitoring is based on
the patient’s condition, the type of
medication, and route of
administration. Such monitoring may
include, but is not limited to, direct
observation, monitoring of vital signs
and neuro checks. The Medication
Administration Policy has been
further amended to require specific
documentation in the medical record
regarding medication administration.

The Hospital reviewed its policies
and procedures related to moderate
sedation, specifically the Standard
Operating Procedure for Moderate
Sedation, to ensure sufficient
safeguards are in place. The
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place comprehensive guidance
regarding the administration of
moderate sedation, specifically
including procedures for ensuring
patients receiving sedation are
continuously observed and
physiologically monitored throughout
the sedation period by a nurse,
advanced practice nurse, physician,
or other qualified and trained staff as
approved by the Hospital's Sedation
Committee. The SOP for Moderate
Sedation details the post anesthesia
recovery scoring system and score
that is required to discontinue
monitoring. The SOP for Moderate
Sedation also includes conditions for
transporting patients who have
undergone moderate sedation,
including required monitoring. The
Hospital has determined that no
updates to the SOP for Moderate
Sedation are required.

e Training: By December 3, 2018, the
Hospital is requiring all managers,
clinical staff leaders (CSLs), nurses,
licensed practical nurses (LPNs),
respiratory therapists and
paramedics working in inpatient and
procedural areas of the Hospital to
complete education through its on-
line education system, which
addresses the updates to the

12/3/18
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A 385 Transport Policy, High Alert

Medication Policy, and Medication
Administration Policy including the
requirements for monitoring patients
during transport and during and after
" medication administration,”
appropriate handover, and related
medical record documentation. No
clinical staff member listed above
will be able to begin shift after
December 3™ without confirmation of
training and subsequent competency
testing. The Hospital's Chief
Nursing Officers monitor this
education requirement and provide
regular updates to directors of these
departments to ensure compliance.

¢ Monitoring: Beginning on December
3, 2018 and continuing for the
following three months, the
Hospital's Chief Nursing Officers will
oversee weekly chart reviews of 5
patients from each unit, randomly
selected, to assess for compliance
with improvement in medication
safety, transport and monitoring of
patients. Such patient records will be
reviewed for documentation of the
appropriate monitoring, handover
communication, and documentation
consistent with the Transport Policy,
Medication Administration Policy and
High Alert Medication Policy. In the
event such an audit reveals non-

12/3/18
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A 385 compliance, inconsistencies or

questions, the Chief Nursing Officers
will follow-up with the unit level
nurse managers for additional steps
required to achieve compliance,
such as targeted education and
training. The Chief Nursing Officers
will review monthly updates of such
chart review audits to the VUMC
Nursing Quality Committee.

The Hospital has reviewed its policies and
procedures related to access and
administration of Paralyzing Agents and
made the following changes:

e A multi-disciplinary work group
comprised of Hospital leaders
including Physicians, Pharmacy,
Risk, Nursing, Quality, and Health
informatics was convened beginning
on January 19, 2018 to assess
Paralyzing Agents included on the
override medication list. This
workgroup determined to remove
vecuronium from the AcuDose
(Hospital's automated dispensing
cabinet) override status list, which
removal was approved by the VUMC
Pharmacy, Therapeutics and
Diagnostic Committee on February
23, 2018 and implemented on March
1, 2018. The work group determined
that rocuronium would remain on the
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A 385 override list, based on the work
group'’s determination that the
clinical risks to patients of not having
access to rocuronium outweighed
the potential safety benefits from
removing the Paralyzing Agent from
override status. The Hospital's
Medication Safety Officer in
partnership with the VUMC
Pharmacy, Therapeutics and
Diagnostic Committee will reassess
the Paralyzing Agents, including
rocuronium, on the override list
annually.
11/27/18

e The Hospital has changed the
naming convention from
“Neuromuscular Blocking Agents”,
as referenced in certain policies,
including the High Alert Medication
Policy, to “Paralyzing Agents” for
consistency throughout the Hospital.
The Hospital has also standardized
the nomenclature utilized for
Paralyzing Agents across the
Hospital in eStar (Hospital's
electronic medical record) and
AcuDose, such that both electronic
systems present the name as
“PARALYZING AGENT" followed by
the medication name. Paralyzing
Agents will no longer be able to be
pulled up on the AcuDose override
screen by typing in the drug name.
Instead, “PARA” will be typed in - the
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first two letters of “Paralyzing Agent”
- which will then pull up the list of
Paralyzing Agents in the AcuDose
cabinet. The four Paralyzing Agents
are the only medications that result
on both electronic systems in a
search for “PARA". Signs are
attached to the AcuDose cabinets
indicating that “PARA” must be used
to access Paralyzing Agents. The
new nomenclature of “Paralyzing
Agent: [medication name]” will be
effective in both eStar and AcuDose
as of November 27, 2018. Effective
on November 27, 2018, this updated
procedure is documented by an
amendment to the Hospital’s High
Alert Medications Charts for both
Adult Patients and Pediatric
Patients, which are incorporated into
the High Alert Medications Policy.
These charts have been amended to
list the four (4) specific Paralyzing
Agents available at the Hospital, and
to reflect the updated nomenclature
of “Paralyzing Agent [medication
name]".

On November 27, 2018, the Hospital
will implement warning in AcuDose
and eStar, stating: “WARNING:
PARALYZING AGENT - Causes
Respiratory Arrest — Patient Must Be
Ventilated.” The Hospital has
amended the High Alert Medications

11/27/18
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A 385 Charts for both Adult Patients and
Pediatric Patients, effective on
November 27, 2018, to specify this
pop-up warning as a Specific Safety
Strategy for PARALYZING

——AGENTS:

e On November 27, 2018, the Hospital
will implement new procedures for
shrink wrap packaging to be added
to all vials of Paralyzing Agents
dispensed in AcuDose throughout
the Hospital, and effective
November 27, 2018 amendments to
the Hospital's High Alert Medications
Charts for both Adult Patients and
Pediatric Patients will be approved
to specify a Specific Safety Strategy
that all Paralyzing Agents dispensed
in AcuDose cabinets throughout the
Hospital will have shrink wrap
packaging. The Hospital Executive
Pharmacy Leadership will monitor
compliance with the required shrink
wrap packaging of Paralytic Agents
by conducting random audits of all
AcuDose cabinets throughout the
hospital and validating packaging
compliance for a minimum of three
months of consecutive 100%
compliance.

e As of November 27, 2018, the
Hospital will finalize and implement
new procedures to require the

11/27/18
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additional Specific Safety Strategy
for all Paralyzing Agents to include
an Independent Double Check
conducted by two licensed
registered nurses prior to the
administration of a Paralyzing Agent,
where electronic clinical systems
prompt dual sign off for bolus doses
and upon the following for infusions:

o Initiation of infusion

o Change of container

o Handover
The Hospital has amended the High
Alert Medications Charts for both
Adult Patients and Pediatric
Patients, which revisions are
scheduled to be approved on
November 27, 2018, to specify the
Specific Safety Strategy that all
Paralyzing Agents require such
Independent Double Check.

Training: By November 26, 2018,
every nurse and paramedic who
work in an area of the Hospital
where Paralyzing Agents are
available in AcuDose dispensing
cabinets, are required to complete
an online training module outlining
the process changes, Independent
Double Check, vial packaging and
naming convention changes. Any
nurse or paramedic staff member
required to complete such training,
and who has not completed the

11/27/18
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A 385 computer-based training prior to

November 27, 2018 for any reason,
including being on vacation or not
scheduled to work at the Hospital
during the time period, will not be
permitted to begin their next shift at
the Hospital without first completing
the required training. The Hospital is
monitoring the completion of the
required training programs, and as
of November 21, 2018, 1,334
individuals, which is 53% percent of
the Hospital's staff members
required to receive the education,
had completed the training
requirement.

e Monitoring: The Hospital will 11127118
implement several measures to

monitor compliance with the updated
medication administration
requirements. Beginning on
November 27, 2018, the Hospital's
Enterprise Medication Safety Officer,
in collaboration with the Chief
Nursing Officers, Executive
Pharmacy Leadership, and Chief of
Staff, will compile monthly reports of
overrides from AcuDose cabinets for
paralyzing agents, which will be
reviewed at the medication safety
committee, as well as on the unit
level, and assessed for
appropriateness. Such monthly
reporting will be ongoing, and
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A 385 continue for three months following

November 27, 2018. Thereafter, the
Enterprise Medication Safety Officer
will continue to periodically review
and provide override performance
reports as part of ongoing
medication safety committee work.

In addition, beginning on November | 11/27/18
27, 2018 and continuing on a
monthly basis until 100%
compliance is achieved, Hospital’s
Chief Nursing Officers will review
monthly reports of iIndependent
Double Check, in order to verify
compliance with the Independent
Double Check procedure for
Paralyzing Agents. Such monthly
reporting will be provided to
medication safety committees and
the Hospital's Nursing Quality
Committee.

The Hospital also imposes the following
general requirements for nurse training and
education regarding its policies and
procedures:

In regard to nurse training on
medication administration, medical
record documentation, and
monitoring of patients receiving
medication, all newly hired nurses
are required to complete computer-
based training related to the
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A 385 preparation of drugs and safe

medication practices. All nurse
residents, who are new graduate
registered nurses hired with less
than six months of nursing
experierice, are required to complete
such education regarding safe
medication practices, as well as
attend a workshop on medication
safety. These trainings have been
updated to include education as to
the revisions to the Medication
Policy, the new nomenclature for
Paralyzing Agents, the updated
requirements for monitoring patients
receiving High Alert Medications.

Further, all nurses and nurse
residents receive ongoing education
on an annual basis regarding a
variety of topics determined by
Hospital nurse leaders, educators
and staff. Nursing staff must validate
competency in the identified topics
between January and June of each
calendar year through a variety of
methods, including an online
learning module, skill validation on a
mannequin, observation of daily
practice, etc. The Hospital will
include medication administration,
patient monitoring, documentation
and other issues discussed in this
Plan of Correction in such annual
competencies, as appropriate and
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herein.

The Hospital has reviewed its policies and
procedures related the role of the “Help All
Nurse”, which is a type of resource nurse,
and made the following changes:

e The Hospital has updated Scope of 11/20/18
Care documents in each department
that relies on a “Help All Nurse” (or
similar position), in order to define
the applicable role and duties. At
the Hospital, “Resource Nurse” is
generally used to describe a nursing
role that usually does not take
patient assignment during the shift
but takes direction from the Clinical
Staff Leader or Resource Staff
Leader to assist other nurses as
workloads demand, including rapid
response teams, STAT calls, and
transports. Resource Nurse roles in
various departments include Float
Nurse; Procedural Nurse; Admit
Discharge, Transfer Nurse; and
Patient Flow Nurse. The Scopes of
Care were revised in intensive care
units and non-intensive care units to
define the applicable Resource
Nurse role (including the “Help All
Nurse” as applicable) by November
20, 2018. Nursing leadership of
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A 395

each Hospital department that
utilizes such a Resource Nurse role
will review the departments Scope of
Care document on an annual basis
to ensure duties of the position
remain complete and accurate.

The Hospital has reviewed its policies and
procedures related to monitoring of patients
during and after medication administration
and made the following changes:

e The Hospital has revised its policy
previously titled Transport of the
Critically Il Patient, which revisions
are scheduled to be approved on
November 27, 2018, to broaden
application of the policy beyond
critically ill patients. As such, the
newly amended policy is titled
“Transport of Patients” (hereinafter,
“Transport Policy”). This policy
provides that every patient shall be
transported with equipment,
supplies, and staff appropriate to
monitor and support the patient's
physiological needs. The policy
details that the level of care is
maintained during transport and
after arrival at the receiving
department/unit, and describes
specific monitoring and
documentation requirements. The
amended policy states that when a
patient requires continuous

11/27/18
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A 395 monitoring, a clinical staff member is

required to be available to receive
handover of the patient pursuant to
the Hospital's CL SOP - Clinical
Handover Communication
procedure. Any such handover will’
be documented in the medical
record. In the event a clinical staff
member is not available to receive
the patient, the transporting clinical
staff member must remain with the
patient. Further, the Transport Policy
states that patients receiving
medications that could lead to
respiratory depression and/or
respiratory distress are monitored
during and after transport, with the
duration and frequency of the
monitoring to be based on the
patient’s condition, type of
medication, and route.
Documentation will be in accordance
with VUMC'’s Medication
Administration Policy. The
Transport Policy further states that
such monitoring may include, but is
not limited to, direct observation,
vital signs, and neuro checks. The
revised Transport Policy further
requires appropriate documentation
to be completed in the patient’s
medical record upon leaving and
returning to the unit, including the
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to the unit.

» The Hospital has revised its High
Alert Medication Policy, which
revisions are scheduled to be
approved on November 27, 2018, to
detail required monitoring of patients
receiving administration of high alert
medications. Specifically, the
amended High Alert Medication
Policy states that the patient’s
clinical status is monitored to
evaluate patient response to
medication and/or adverse
reactions, and the duration and
frequency of monitoring is based on
the patient’s condition, the type of
medication, and route of
administration. Such monitoring may
include, but is not limited to, direct
observation, monitoring of vital signs
and neurological status.

11/27/18

¢ The Hospital's Medication
Administration Policy has been Therng
revised, which revisions are
scheduled to be approved on
November 27, 2018, to detail
required monitoring of patients
receiving medications. Specifically,
the amended Medication
Administration Policy states that the
patient’s clinical status is monitored
to evaluate patient response to
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reactions, and the duration and
frequency of monitoring is based on
the patient’s condition, the type of
medication, and route of
administration. Such monitoring may
include, but is not limited to, direct
observation, monitoring of vital signs
and neuro checks. The Medication
Administration Policy has been
further amended to require specific
documentation in the medical record
regarding medication administration.

The Hospital reviewed its policies
and procedures related to moderate
sedation, specifically the Standard
Operating Procedure for Moderate
Sedation, to ensure sufficient
safeguards are in place. The
Hospital determined that its has in
place comprehensive guidance
regarding the administration of
moderate sedation, specifically
including procedures for ensuring
patients receiving sedation are
continuously observed and
physiologically monitored throughout
the sedation period by a nurse,
advanced practice nurse, physician,
or other qualified and trained staff as
approved by the Hospital's Sedation
Committee. The SOP for Moderate
Sedation details the post anesthesia
recovery scoring system and score
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that is required to discontinue
monitoring. The SOP for Moderate
Sedation also includes conditions for
transporting patients who have
undergone moderate sedation,
including required monitoring. The
Hospital has determined that no
updates to the SOP for Moderate
Sedation are required.

Training: By December 3, 2018, the
Hospital is requiring all managers,
clinical staff leaders (CSLs), nurses,
licensed practical nurses (LPNs),
respiratory therapists and
paramedics working in inpatient and
procedural areas of the Hospital to
complete education through its on-
line education system, which
addresses the updates to the
Transport Policy, High Alert
Medication Policy, and Medication
Administration Policy including the
requirements for monitoring patients
during transport and during and after
medication administration,
appropriate handover, and related
medical record documentation. No
clinical staff member listed above
will be able to begin shift after
December 3™ without confirmation of
training and subsequent competency
testing. The Hospital's Chief
Nursing Officers monitor this
education requirement and provide

12/3/18
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departments to ensure compliance.
Monitoring: Beginning on December 12/3/18

3, 2018 and continuing for the
following three months, the
Hospital's Chief Nursing Officers will
oversee weekly chart reviews of §
patients from each unit, randomly
selected, to assess for compliance
with improvement in medication
safety, transport and monitoring of
patients. Such patient records will be
reviewed for documentation of the
appropriate monitoring, handover
communication, and documentation
consistent with the Transport Policy,
Medication Administration Policy and
High Alert Medication Policy. In the
event such an audit reveals non-
compliance, inconsistencies or
questions, the Chief Nursing Officers
will follow-up with the unit level
nurse managers for additional steps
required to achieve compliance,
such as targeted education and
training. The Chief Nursing Officers
will review monthly updates of such
chart review audits to the VUMC
Nursing Quality Committee.
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A 395 | The Hospital has reviewed its policies and
procedures related to access and
administration of Paralyzing Agents and
made the following changes:

e A multi-disciplinary work group
comprised of Hospital leaders
including Physicians, Pharmacy,
Risk, Nursing, Quality, and Health
Informatics was convened beginning
on January 19, 2018 to assess
Paralyzing Agents included on the
override medication list. This
workgroup determined to remove
vecuronium from the AcuDose
(Hospital's automated dispensing
cabinet) override status list, which
removal was approved by the VUMC
Pharmacy, Therapeutics and
Diaghostic Committee on February
23, 2018 and implemented on March
1, 2018. The work group determined
that rocuronium would remain on the
override list, based on the work
group’s determination that the
clinical risks to patients of not having
access to rocuronium outweighed
the potential safety benefits from
removing the Paralyzing Agent from
override status. The Hospital's
Medication Safety Officer in
partnership with the VUMC
Pharmacy, Therapeutics and
Diagnostic Committee will reassess
the Paralyzing Agents, including
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annually.
11/27/18

e The Hospital has changed the
naming convention from

as referenced in certain policies,
including the High Alert Medication
Policy, to “Paralyzing Agents” for
consistency throughout the Hospital.
The Hospital has also standardized
the nomenclature utilized for
Paralyzing Agents across the
Hospital in eStar (Hospital’s
electronic medical record) and
AcuDose, such that both electronic
systems present the name as
“PARALYZING AGENT” followed by
the medication name. Paralyzing
Agents will no longer be able to be
pulled up on the AcuDose override
screen by typing in the drug name.
Instead, “PARA" will be typed in - the
first two letters of “Paralyzing Agent”
- which will then pull up the list of
Paralyzing Agents in the AcuDose
cabinet. The four Paralyzing Agents
are the only medications that result
on both electronic systems in a
search for “PARA". Signs are
attached to the AcuDose cabinets
indicating that “PARA" must be used
to access Paralyzing Agents. The
new nomenclature of “Paralyzing
Agent: [medication name]” will be
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as of November 27, 2018. Effective
on November 27, 2018, this updated
procedure is documented by an
amendment to the Hospital's High
Alert Medications Charts for both
Adult Patients and Pediatric
Patients, which are incorporated into
the High Alert Medications Policy.
These charts have been amended to
list the four (4) specific Paralyzing
Agents available at the Hospital, and
to reflect the updated nomenclature
of “Paralyzing Agent [medication
name]’".

On November 27, 2018, the Hospital
will implement warning in AcuDose
and eStar, stating: “WARNING:
PARALYZING AGENT - Causes
Respiratory Arrest — Patient Must Be
Ventilated.” The Hospital has
amended the High Alert Medications
Charts for both Adult Patients and
Pediatric Patients, effective on
November 27, 2018, to specify this
pop-up warning as a Specific Safety
Strategy for PARALYZING
AGENTS.

On November 27, 2018, the Hospital
will implement new procedures for
shrink wrap packaging to be added
to all vials of Paralyzing Agents
dispensed in AcuDose throughout

11/27/18

11/27/18
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the Hospital, and effective
November 27, 2018 amendments to
the Hospital's High Alert Medications
Charts for both Adult Patients and
Pediatric Patients will be approved
to specify a Specific Safety Strategy
that all Paralyzing Agents dispensed
in AcuDose cabinets throughout the
Hospital will have shrink wrap
packaging. The Hospital Executive
Pharmacy Leadership will monitor
compliance with the required shrink
wrap packaging of Paralytic Agents
by conducting random audits of all
AcuDose cabinets throughout the
hospital and validating packaging
compliance for a minimum of three
months of consecutive 100%
compliance.

As of November 27, 2018, the
Hospital will finalize and implement
new procedures to require the
additional Specific Safety Strategy
for all Paralyzing Agents to include
an Independent Double Check
conducted by two licensed
registered nurses prior to the
administration of a Paralyzing Agent,
where electronic clinical systems
prompt dual sign off for bolus doses
and upon the following for infusions:

o Initiation of infusion

o Change of container

o Handover

11/27/18
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The Hospital has amended the High
Alert Medications Charts for both
Adult Patients and Pediatric
Patients, which revisions are
scheduled to be approved on

—November 27, 2018, to specify the

Specific Safety Strategy that all
Paralyzing Agents require such
Independent Double Check.

Training: By November 26, 2018,
every nurse and paramedic who
work in an area of the Hospital
where Paralyzing Agents are
available in AcuDose dispensing
cabinets, are required to complete
an online training module outlining
the process changes, Independent
Double Check, vial packaging and
naming convention changes. Any
nurse or paramedic staff member
required to complete such training,
and who has not completed the
computer-based training prior to
November 27, 2018 for any reason,
including being on vacation or not
scheduled to work at the Hospital
during the time period, will not be
permitted to begin their next shift at
the Hospital without first completing
the required training. The Hospital is
monitoring the completion of the
required training programs, and as
of November 21, 2018, 1,334
individuals, which is 53% percent of

11/27/18
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®

the Hospital's staff members
required to receive the education,
had completed the training
requirement.

-Monitoring: The Hospital will
implement several measures to
monitor compliance with the updated
medication administration
requirements. Beginning on
November 27, 2018, the Hospital's
Enterprise Medication Safety Officer,
in collaboration with the Chief
Nursing Officers, Executive
Pharmacy Leadership, and Chief of
Staff, will compile monthly reports of
overrides from AcuDose cabinets for
paralyzing agents, which will be
reviewed at the medication safety
committee, as well as on the unit
level, and assessed for
appropriateness. Such monthly
reporting will be ongoing, and
continue for three months following
November 27, 2018. Thereafter, the
Enterprise Medication Safety Officer
will continue to periodically review
and provide override performance
reports as part of ongoing
medication safety committee work.

In addition, beginning on November
27, 2018 and continuing on a
monthly basis until 100%
compliance is achieved, Hospital’s

11727118
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Chief Nursing Officers will review
A 395 monthly reports of Independent
Double Check, in order to verify
compliance with the Independent
Double Check procedure for
Paralyzing Agents. Such monthly
reporting will be provided to
medication safety committees and
the Hospital's Nursing Quality
Committee.

The Hospital also imposes the following
general requirements for nurse training and
education regarding its policies and
procedures:

In regard to nurse training on
medication administration, medical
record documentation, and
monitoring of patients receiving
medication, all newly hired nurses
are required to complete computer-
based training related to the
preparation of drugs and safe
medication practices. All nurse
residents, who are new graduate
registered nurses hired with less
than six months of nursing
experience, are required to complete
such education regarding safe
medication practices, as well as
attend a workshop on medication
safety. These trainings have been
updated to include education as to
the revisions to the Medication
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Policy, the new nomenclature for

A 395 Paralyzing Agents, the updated
requirements for monitoring patients
receiving High Alert Medications.

e Further, all nurses and nurse
residents receive ongoing education
on an annual basis regarding a
variety of topics determined by
Hospital nurse leaders, educators
and staff. Nursing staff must validate
competency in the identified topics
between January and June of each
calendar year through a variety of
methods, including an online
learning module, skill validation on a
mannequin, observation of daily
practice, etc. The Hospital will
include medication administration,
patient monitoring, documentation
and other issues discussed in this
Plan of Correction in such annual
competencies, as appropriate and
based on the issues revealed in
results of the audits described
herein.

The Hospital has reviewed its policies and
procedures related the role of the “Help All
Nurse”, which is a type of resource nurse,

and made the following changes:

e The Hospital has updated Scope of | 11/20/18
Care documents in each department
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that relies on a “Help All Nurse” (or
A 395

similar position), in order to define
the applicable role and duties. At
the Hospital, “Resource Nurse” is
generally used to describe a nursing
role that usually does not take ——
patient assignment during the shift
but takes direction from the Clinical
Staff Leader or Resource Staff
Leader to assist other nurses as
workloads demand, including rapid
response teams, STAT calls, and
transports. Resource Nurse roles in
various departments include Float
Nurse; Procedural Nurse; Admit
Discharge, Transfer Nurse; and
Patient Flow Nurse. The Scopes of
Care were revised in intensive care
units and non-intensive care units to
define the applicable Resource
Nurse role (including the “Help All
Nurse” as applicable) by November
20, 2018. Nursing leadership of
each Hospital department that
utilizes such a Resource Nurse role
will review the departments Scope of
Care document on an annual basis
to ensure duties of the position
remain complete and accurate.
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