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INITIAL COMMENTS 

An unannounced onsite survey was conducted 
10/31/18 to 11/8/18 to Investigate complaint# 
TN00045852. 

An entrance conference was held with the 
Regulatory Officer. Accreditation Specialist and 
the Senior Quality and Patient Advisor. They were 
informed of the nature of the complaint. 

A telephone exit conference was held on 11 /8/18 
at 2:00 PM. The Regulatory Officer, Accreditation 
Specialist and the Senior Quality and Patient 
Advisor, and the Accreditation Regulatory 
Specialist were notified of Immediate Jeopardy in 
the areas of 482.13 Patient Rights, 482.23 
Nursing Services. They were afforded the 
opportunity to ask questions of the survey team. 
PATIENT RIGHTS 
CFR(s): 482.13 

A hospital must protect and promote each 
patient's rights. 

This CONDITION is not met as evidenced by: 
Based on policy review, medical record review. 
and interview. the hospital failed to ensure 
patients' rights were protected to receive care in a 
safe seWng and Implemented measures to 
mitigate risks of potential ra1a1 medication errors 
to the patients receiving care in the hospital. 

The failure of the hospital to mitigate risks 
associated with medication errors and ensure all 
patients' received care In a safe setting to protect 
their physical and emotional health and safety 
placed all patients In a SERIOUS and 
IMMEDIATE THREAT and placed them In 
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Preparation and/or execution of this Plan of 
Correction does not constitute admission or 
agreement by the Hospital of the truth of the 
facts alleged or conclusions set forth in this 
statement of deficiencies. The Plan of 
Correction is prepared and/or executed 
because it is required by the provisions of 
federal law. Vanderbilt University Medical 
Center ("the Hospital"), its governing body, 
its administrative team, and its Medical Staff 
are committed to complying with federal and 
state law, while providing quality health care 
services to patients in a safe setting. The 
Hospital has taken the corrective measures 
outlined in this Plan of Correction to address 
the cited deficiencies outlined in the Form 
CMS-2567. 

Immediately following the survey, the 
Hospital reviewed existing policies and 
procedures to determine whether revisions 
and/or new policies were required. Although 
numerous policies are in place to meet the 
requirements of 42 CFR §482.13 and 
address the cited deficiency, the Hospital 
made updates to select policies and 
procedures applicable to medication 
administration. The updates to policies and 
procedures are also discussed in detail in 
response to Tags A 144 and A 145, below. 

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

(X5) 
COMPLETI 
ON DATE 

12/3/18 

TilLE (X6JDA'!E lABORATORJfl~EC,,OR~ OR PfOVIOE,~LI{R REPRESENTATIVE"S SIGNAT\JRE 

{ / fV ~ jr._/- '/',AA _d,o.,,( f -~ C.,;::) · /f/z r,,,f~ 
Any deficiency sraten(if,t ending wftl1 an asterisl< h <lenoles '::( <rellciency 'Mlicll the lnstltutioo may be excused from correcting provi<ling it is de!.emllned 1flat 
other safeguards provide sufficient protection to the patients. (See instructions.) Except for nursing homes, the findings stated above are disclosable 90 days 
folloWing the <late of survey v.nether or not a plan of correel!on Is provi<led. For nuising llomes. tile above findings and plans of correction are dlsdosahle 14 
days folloWing the <late lllese doOJrnents are made available to the facility. If deficiencies are cited. an approve<! plan of correction is requisite to continued 
program participation 

, 

FORM CMS-2567(02-99) Previous Versions Olisolete E~ent 1D:NVYT11 Faci);ty ID: TNP53127 If continuafion sheet Page 1 of 56 



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

PRINTED: 11/16/2018 
FORM APPROVED 

0MB NO. 0938-0391 

STATEMENT OF DEFICIENCIES 
AND PLAN OF CORRECTION 

(X1) PROVIDER/SUPPLIER/CUA (X2) MULTIPLE CONSTRUCTION (X3) DA TE SURVEY 
COMPLETED IDENTIFICATION NUMBER: 

440039 

NAME OF PROVIDER OR SUPPLIER 

VANDERBILT UNIVERSITY MEDICAL CENTER 

(X4) ID 
PREFIX 

TAG 

SUMMARY STATEMENT OF DEFICIENCIES 
(EACH DEFICIENCY MUST BE PRECEDED BY FULL 

REGULATORY OR LSC IDENTIFYING INFORMATION) 

A 115 Continued From page 1 

IMMEDIATE JEOPARDY and rfSk of seriOus 
injuries and/or death. 

The findings included: 

1. The hospital failed to ensure all patients 
received care in a safe setting and staff followed 
standards of practice and utmzed thefr nursing 
skills and training to ensure the correct 
medications were administered to al palients_ 

Refer to A-0144 

2. The hospital failed to ensure patients were free 
from neglect. 
Refer toA-0145 

A 144 PATIENT RIGHTS: CARE IN SAFE SETTING 
CFR(s): 482.13(c}(2) 

The patient has the right to receive care in a safe 
setting_ 
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 medieation 
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 errors. 

The faiklre of the hospital to ensure aH nurses 
followed medication administration polices and 
procedures resutted in a fatal medication error for 
Patient #1 and placed all patients in a SERIOUS 
and IMMEDIATE THREAT of their health and 
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• The Hospital has revised its policy 
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A 115 previously titled Transport of the 11/27/18 
Critically Ill 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 
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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safety and placed them in IMMEDIATE 
JEOPARDY for lisk of serious ifl)Jfies and/or 
death. 

The findings included: 

1. Review of the Lippincott Manual of Nursing 
Practice 10th Editioo documented, • ... watch the 
patient's reaction to the drug dlff19 and after 
administratk>n. Be alert for major adverse effects, 
such as ... resplratory disfress ... NURSING 
AlERT ... The 11t1rse is ultwnatety accomtable for 
the drug administered ... " 

Review of the hospitars Higfl Alert Medications 
policy documented, " ... High Alert Medications -
Medications that bear a heightened rtsk of 
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 cal>Inet unfess ... A delay 
would harm the patient (ilducling sudden 
changes In a patient's clinical status ... Additional 
strategies are followed for a specified list of High 
Alert Medications ... Higher level deciSion 
support...lndependenl Double-Check Where 
electronic clinical systems prompt dual signoff ___ • 

The medication Vecumoium (a neuromuscular 
blocking medication that causes paralysis and 
subsequent death if not monitored accordilgly) 
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 monitofing patients 
during and after medications were administered. 

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

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 
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 
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documented, • ... High-alert medieations are drugs 
that bear a heightened risk of causing significant 
patient hann when they are used in 
error___ Classes/Categories of 
Medications ... moderate sedation agents, IV 
[Intravenous] (e.g.[for example] ... miclazolam 
[Versed) ... neuromuscular blocking agents 
(e.g ... rocuronun. vecuronium) ___ • 

ReView of dorument Paralyzed by Mistakes: 
Reassess the Safety of Neuromusciiar Blockers 
in Your FacHity documented, • ... Neuromuscular 
blocmg agents are high-alert medications 
because of their wel-docUmented history of 
causing catastrophic inJ!ries or death When used 
in error ... Becaose neuromuscular blodcers 
paralyze the muscles that are necessary for 
breathing, some patients have died or sustained 
serious, permanent injt.l"ies if the paralysis was 
not witnessed by a practitioner Who could 
intervene. After a patient receives a 
nel60Rluscular blocker, progressive paralysis 
developS. inilially affecting the small muscle 
groups such as the race and hands. then moVing 
to larger musde groups in the extremities and 
torso until al muscle groups are paralyzed and 
respiration ceases. However, full consciouS11ess 
remains iltact, and patients can experience 
intense fear When they can no longer breathe. 
They can also sense pain. The experience can be 
hortific 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 ... " 

Review of document titled Joint Commission eyes 
overrides of diSpensing cabinets dated May. 2018 
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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 
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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in the American Journal ot Health-System 
Phannacy doclllleflted, • ___ vice president at the 
Institute for safe Medication Pradi<:es (ISMP) 
said her organization has long considered ADC 
[automated dispensing cabinet) ovenides 
potentialy problematic. One of the big problems 
With automated dispensing cabinets is that 
sometimes staff are ovefliding without having an 
order.• she said. '"There"s no verbal order written 
down, or they're anlictpamg an order, so they get 
a aug from the cabiner ... • 

Review of the document titled EvaluatiOn of 
MedicatiOns RelTIOlled 1rom Automated 
Dispensing Machines [ADMsI Using the evej,ide 
FunctiOn Leading lo Multipfe System Changes 
documented. • ... The override Mictioo allows a 
nurse to remove a medication 1rom the machine 
before a pharmacist revieWs the order. The 
puipose of the override function is to allow 
access to medications in urgent/emergent 
sitUalions .. .Administenng medications prior to a 
pharmacist review increases the risk of 
medicatiOn errors ... The chalenge With ADMs is to 
prevent medication overrtcles in nonurgent 
settings and to avoid administering medications 
from orders that have not been reviewed by a 
phamacist...• 

Review of the document titled The Drug 
Summary for Mldazolam Hydrochloride (Versed). 
Retrieved from PDR, 2018, ht1p://www.pdr.net 
documented, • ... CLASSES Allxiolylics 
Benzodiazepine sedative/Hypnotics Other 
General Anesthetics ... Administratton of 
midazolam requires an experienced dinician 
trained in the use of resuscitative equipment and 
skilled in airway managemeot...Monitor patients 
for early signs of respiratOf}' insufficiency, 
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• The Hospital reviewed its policies 
A 115 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 
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), 
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respiratory depression, hypoventilation, airway 
obstruction, or apnea (i.e., Via pulse oximetry), 
which may lead to hypoxia and/or cardiac arrest. 

ReView of the Centers for Medicare arid Medicaid 
(CMS) Interpretive Guidelines documented, 
" ... Hospital policies and procedures are expected 
to address how the manner and frequency of 
monitoring. considering patient and drug risk 
factors. are detennined, as weu as the 
information to be convnunicated at shift changes, 
ineludwig the hosprrars requirements for the 
method{s) of communication. Policies and 
procedures related to IV medication 
administratron must address those medications 
the hospilal has identified as high-alert 
medications aid the monitoring requirements for 
pa11ents receiving such drugs intravenously __ _. 

ReView of the hospttars policy tilled Medication 
Administration documented, "{Named Hospital) 
staff vallda!e the fiVe rights of medication 
admintstration to minimize medication 
errors ... Right patient; Right medication; Right 
dose; Right route ... Right time to adhere to the 
prescribed frequency and time of 
administratiOn ... Doctlment medication 
admirvstraoon in the electronic medical record to 
include, at a minimum, the following ... Date and 
time of administrafion; Medication name and 
strength; Dosage of medication 
administered ... Route of a<ninistration ... • There 
was no documentation in this policy detaHing any 
procedure or guidance regarding the manner and 
frequency of monitoring patients during and after 
medications were administered. 

2. Medical reeord review for Patient #1 revealed 
the patient was admitted to the hospital on 
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e 

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 3rd 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 

(XS) 
COMPLETI 
ON DATE 

12/3/18 

FORM CMS-2567 (02-99) Previous Versions Obsolete Event ID: NVYTll Facility ID: TNPS3127 If continuation sheet Page 6 of 10S 



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

PRINTED: 11/16/2018 
FORM APPROVED 

0MB NO. 0938-0391 

STATEMENT OF DEFICIENCIES 
AND PLAN OF CORRECTION 

(X1) PROVIDER/SUPPLIER/CUA (X2) MULTIPLE CONSTRUCTION (X3) DATE SURVEY 
COMPLETED IDENTIFICATION NUMBER: 

440039 

NAME OF PROVIDER OR SUPPLIER 

VANDERBILT UNIVERSITY MEDICAL CENTER 

(X4) ID 
PREFIX 

TAG 

SUMMARY STATEMENT OF DEFICIENCIES 
(EACH DEFICIENCY MUST BE PRECEDED BY FULL 

REGULATORY OR LSC IDENTIFYING INFORMATION) 

A 144 continued From page 6 

12/24/17 with diagnoses of lntraparenchymal 
Hematoma of the Brain. Headache. 
Homonymous Hemianopia (Vfsioo field loss of 
bo1h eyes}-Leff, Atrial Flbrllation, 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 ful body 
scan. The procedure was schedllled for 2:00 PM. 
There was no documentation in the medical 
record the time the patient arrived in Radiofogy. 
Patient #1 was alert and oriented. While in 
Radiology Patient #1 requested something for 
aruoety berore the PET scan procedure ~ue to 
being claustrophobic. 

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

Review of the Automatic Dispensing cabinet 
(ADC) detail report revealed the order was 
entered on 12/26/17 at 2:47 PM. Phannacy 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 1 O rngs (a 
neuromuscular blocking agent which causes 
paralysis) !Tom the ADC located in the Neuro 
fntensive Care Unit (ICU) using the override 
feature, instead of taking the Versed medication 
that was ordered for Patient #1. There was no 

physician order for Patient #1 to receive 
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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. 

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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medication as ordered and to ensure the patient 
was monitored for untoward effects resulted in a 
SERIOUS and IMMEDIATE THREAT to the 
health and safety of all patients and placed them 
in IMMEDIATE JEOPARDY and rtsk ofserioos 
injuries and/or death. 

The findings indUded: 

1. A review of the ''4Jpincott Manual of Nursing 
Practice 10th Editioo" documented, " ... Watch the 
patienrs reaction to the drug durilg and atter 
administration. Be alert for major adverse effects, 
such as ... respiratory distress ... NURSING 
ALERT ... The nurse is uttinately accountable for 
the drug administered ... " 

A reYieW of the "ISMP. list Of High-Alert 
Medications in Acute care Settings .. .lSMP 2018" 
documented. • ... High-alert medications are drugs 
that bear a heightened risk of causing significant 
patient hann when they are used in 
e,ror...Classes/Categories of 
Medications ... moderate sedation agents, IV 
(Intravenous] (e .. g.[for example]. .. midazolam 
[VersedJ ... neuromuscular blocking agents 
(e.g ... rocuronium, vecwonium) ... • ' 

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

(X5) 
COMPLETI 
ON DATE 

• 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, ST AT 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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After a patient receives a neuromuscular blocker. 
progressive paralysis develops, initialy affecting 
the smaU muscle groups such as the face and 
hands, then moving to larger muscle groups in 
the extremities and torso until al IOOSde groups 
are paralyzed and respiration ceases. However. 
fuH consciousness remains intact, and patients 
can experience intense fear when they can no 
longer breathe. They can also sense pain. TIie 
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 
administemg a different drug, so patients may 
not have been supported With mechanical 
ventilation ... • 

3. A review of the hospital's "High Alert 
Medications" policy documented, " ... High Alert 
Medications - Medications that bear a heightened 
risk of causing significant patient !\arm when 
used in error...Medication orders are reviewed by 
a pharmacist prior to removal from floor stock or 
an automated dispensing cabinet unless ... Adelay 
would harm the patient (inctUding sudden 
changes in a patient's cfinical status ... Additlonal 
strategies are followed for a specified list of High 
Alert Medications ... Higher level deciSion 
supporLlndependent Double-Check Where 
electronic clinical systems prompt dual signoff .. ." 
Veci.-oniUm was listed as a high alert medlcatlon . 
1bere was no documentation in this policy 
detailing any procedure or guidance regarding the 
ma,ner and frequency of monitoring patients 
dumg and after medications were administered. 

ReView of the facility's "Medication 
Administration• documented, "[Named Hospital] 
staff validate ttle five rights of medication 
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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. 

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) 
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administratiOn to minmize medication 
errors.__Right patient; Right medication; Right 
dose; Right mute ... Right time to adhere to the 
presailed frequency and time of 
admlnistratiOn ... Document medication 
administratiOn ill ttle electronic medical record to 
include, ata minimum, the following .. _Date and 
time of administration; Medication name and 
strength; Dosage of medication 
administered ... Route of admiliStratiofl ___ • 
There was no documentation in this pollcy 
detailing any proeedure or guidance regarding the 
manner and frequency of monitofing patients 
dumg and alter medications were administered_ 

RevieW of !he hospital's "Interpretive Guidennes 
for Reportable Eveflts" 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 
provicles that au lcensed health care 
facilities._.shaU ooly report incidents of abuse, 
neglect, and misappropnatiOO that occur at the 
facility to the Department. For state icensure 
purposes, the facifity is required to make the 
report within seven (7) buS11ess days from the 
date that the facility identifies the incident __ 
Definitions ___ 'Neglect' means the failure to 
provide goods and services necessary to avoid 
physical harm ... " 

4. Review of State Operations Manual, Appendix 
A Survey Protocol, Regulations, and lnterpretatlve 
Guidelines for Hospitals revealed, " ... 482.13(c) 
(3)_, _ The intent of !his requirement is to prohbit 
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 
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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 
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 
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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considered a form of abuse and is defined as the 
failure to provide goods and services necessary 
to avoid physical harm, mental anguish, or mental 
illness. 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. aid the appropriate 
corrective, remedial or disciplinary action 
occurs ... " 

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 enors, shall be reported accordwig to 
established guidelines to the hospital 
performance improvemenVrisk management 
program and as appropriate to physicians, the 
hospital governing body and regulatory 
agencies ... • 

5. The "Tennessee Code Annotated Tftle 
71 ... Chapter 6 ... Part 1 ... " documented, 
" ... 71-6-103 ... Any person, indudklg, but not 
limited to. a physican. nurse ... having reasonable 
cause to suspect that an adult has 
sUffered ... neglect .. shall report or cause reports 
to be made in accordance with this part. Death of 
the adult does not relieve one of the responslblity 
for reporting the circumstances surrounding the 
death .. .lf a hospital...or any other organization or 
agency responsible for the care of adults has a 
specific procedl.l"e, approved by the director of 

adUlt protective services for the department. or 
the director's designee, for the protection of 
adUlts Who are victims of...neglect ... any member 
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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 
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 
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of its staff whose duty to report under this part 
arises from the performance of the staff 
member's services as a member of the staff of 
the organization may, at the staff member's 
option, fulfil that duty by repormg ilstead to the 
person in charge of the organiZatiOn or the 
organization head's deslgnee who shall make the 
report in accordance with this chaptec ..An oral or 
written report shall be made immediately to the 
department l4)(lll knowledge of the occurrence of 
suspected ... neglecLof an adun .. : 

The "Tennessee Code Annotated Tille 
68 ... Cllapter 11 ... Part 2.__ • documented, 
• ... 68-11-211 ... Reporting incidents of abuse, 
neglecLAs used in this section .. _"Department" 
means the department of health ... "Facility" means 
any racmty licensed under this part. .. "Neglect" 
means the falure to provide goods and services 

necessary to avoid physical haml ... each lacility 
shall report inti1ents oL.neglect.. .. that occur at 
the facility to the department within seven (7) 
business days from the facility's identification of 
the incident...Nothi"lg i"l this section shal be 
construed to eliminate or alter in any manner the 
required reporting oLneglect ... or any other 
provisions of...tille 71, chapter 6, part 1 ... • 

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

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

Hospital is currently communicating 
with the Tennessee Department of 
Health regarding additional guidance 
on reportable events under state 
law. 

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

Review of medication order #60651186 order 
details dated 12126/17 at 3:00 PM, JtNealed 
Versed (MidaZolam) 2 mg. (miHigrams) 
intravenous one time_ Administration instructions 
documented, "For PET scan if first milligram 
insufficient. can give 1-2rng additional if 
needed ... • RevieW of the Automatic Dispensing 
Cabinet (ADC) detail report revealed the order 
was entered on 12/26117 at 2:47 PM. Ph.-macy 
vertfied the order at 2:49 PM. Versed was not 
removed from the Automated Dispensing cabinet 
(ADC). 

Review of medication order #60651187 oroer 
details dated 12126/17 at 3:00 PM. revealed 
Versed (Midazolam) 1 mg. intravenous one time. 
Administration instructions documented, "For 
PET scan" RevieW of the Automatic Dispensing 
Cabinet (ADC) detail report revealed the order 
was entered on 12126/17 at 2:47 PM. Pharmacy 
verified the order at 2:49 PM. Versed was not 
removed from the AOC. 

Review of the ADC detail report dated t 2/26/17 
revealed Vecuronllm (a paralytic drug) to 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 
by Pharmacy. 

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

following: 

A. BUILDING _ _____ _ 

B. WING ___ ___ _ 
C 

11/08/2018 

STREET ADDRESS, CITY, STATE, ZIP CODE 

1211 MEDICAL CENTER DRIVE 

NASHVILLE, TN 37232 

ID 
PREFIX 

TAG 

A 115 

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

CROSS-REFERENCED TO THE APPROPRIATE DEFICIENCY 

• 
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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. 

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. 
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ttlars how I hit it, I chose the 1st one on the list. I 
took out the vial and I looked at the back at the 
directions for how much to reconstitute it With, I 
did not re-eheck the name on the vial ... I saw 1 
patient oo one of oi.- beds, I checked the patient 
for his/her identity, and told [lfle patient] I was 
there to giVe him/her something to hefp hill/her 
refax ... I reconstituted it and measured the 
amoont I needed ... One of the techs [Radiology 
Technician #1) came out, I gave the med, flushed 
it and we lefl.. [Radiology Technician #1] took the 
patient bad(_ We went slra9lt to the ER tum 
there ... I am not sure if I drew up and gave 
him/her What she needed ... heard a rapid 
response cal for PET scan. That was a red flag 
since out patient was oors ... we were being 
responsitlfe to go to see if it was our patient.. 
when we got there 1hey had intubated him/her 
and got a pulse back. [Named Physicial #2.. 
Named Ctlarge Nurse) myself and the team, we 
collectivefy moved him/her bed back to the mit. I 
told [Named Physician #2] ttlat I had giVen [1tle 
patient) Versed a few minutes ago ... l remiflded 
the Nurse Practitioner that Patient #1 was awake 
but unmonitored when I gave him/her the Versed. 
We spent probably about 45 minutes getting labs 
and things. I had drawn several tubes of blood for 
labs when [Named RN #2] came up to me and 
he/she said, "ls this the med you gave hill/her?" I 
said yes, we need to waste it RN #2 stated, "This 
isn't Versed" I said what is it? He/she said, "It's 
Vecl40nium• and I went back into the room 
(Patient #1 's) and (Named Physician #2), a couple 
of residents. and (Named Nurse Practitioner} 
were rn the room discussing what was happening. 
I told them right then it was my mistake. I told 
them I gave Vecuronium. They all knew it right 
then. [Named Nurse Practitioner) said, "I'm so 
sorry'' and I left the room. I am not sure where I 
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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 
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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administratiVe officials are resporlSible and 
accountable for ensuring the following: ... 
(3) That clear expectations for safety are 
established. 
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 faied to ensure that the Quality 
Assurance and Performance Improvement 
(QAPI) program thoroughly analyzed a critical 
adverse event and aff the causes, and implement 
preventive actions that inducted adding ad<itiooal 
safety parameters associated with ovelliding 
paralytics and other High Alert medications from 
an automated dispensing cabinet (ADC) to 
ensure that a similar critical adverse event could 
not reoccur_ 

This failed practice had the potential to affect the 
safety and health of an patients receiving care in 
the critical care areas in this hospital. 

The findings inwded: 

1. Review of the hospttars High Alert Medications 
policy documented. " ... High Alert Medications -
Medications that bear a heightened risk of 
causing significant patient harm When useC1 in 
error .. . Medication orders are reviewed by a 
phannacist prior to removal from floor stock or an 
automated dispensing cabinet unless ... Adelay 
would harm the patient (induding sudden 
changes In a patient's clinical status .. Additional 
strategies are followed for a specified list of High 
Alert Medications ... Higher level decision 
support .. .lndependent Double-Check Where 
electronic clinical systems prompt dual slgnoff ... • 
Vecuronium was listed as a high alert medication. 

A. BUILDING ______ _ 

B. WING _____ _ _ 
C 

11/08/2018 

STREET ADDRESS, CITY, STATE, ZIP CODE 

1211 MEDICAL CENTER DRIVE 

NASHVILLE, TN 37232 

ID 
PREFIX 

TAG 

A 144 

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

CROSS-REFERENCED TO THE APPROPRIATE DEFICIENCY 

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

ReView of the document ISMP List of High-Alert 
Medications in Acute care Settings .. .lSMP 2018 
documented, " ... High-alert medications are drugs 
that bear a helghteoed risk of causing significant 
patient harm when they are used in 
error ... Classes/Categories of 
Medications ... moderate sedation agents, IV 
(Intravenous] (e.g.(for exampte). .. mldazo/am 
[Versed) ... neuromuscu&ar blocking agents 
(e.g ... rocuronium. vecuronium) ... " 

The hospital's docUment titled High Alert 
MedlcatiOns Chart: Adult Patients Revised May 
2018 did not list any moderate sedation agents 
such as Versed. 

ReView of "'Paralyzed by Mistakes: Reassess the 
Safety of Neuromuscular Blockers in Your 
Facility" documented, " ... Neuromuscular blodcing 
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 breath~. 
some patients have died or sustained serious. 
permanent injuries if the paralysis was not 
witnessed by a practitioner Who could intervene. 
After a patient receives a neuromuscular blocker, 
progressive paralysis develops, initlaly affecting 
the small muscle groups such as the face and 
hands, then moving to larger muscle groups in 
the extremities and torso until au rnusde groups 
are paralyZed and respiration ceases. However, 
full consciOusness remains intact. and patients 
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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 
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. 

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

Review of the document titled Joint Conmission 
eyes overrides of dispensing cabinets dated May; 
2018 in the American Journal of HeaRh-System 
Pharmacy documented, " ... vice president at the 
Institute for Safe Medication Practices (ISMP)said 
her organization has long considered ADC 
ovellides potentially problematic. "One ofthe big 
proolems with automated dispensing catmets is 
that sometimes staff are overriding without having 
an order.• she said. "There's no vernal order 
WTitlen down, or they"re antiqlaling an order, so 
they get a drug from the cabinef' ... " 

Review of the document titled Evaluation of 
Medications Removed from Automated 
Dispensing Machines (AOMs} Using the override 
Funclioo Leading to Multiple System Changes 
documented, • ... The ovemde 1iJflction 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 pfior to a 
pharmacist review increases the risk of 
medication errors ... The chalenge With AOMs is to 
prevent medication overrides in nonurgent 
settings and to avoid administering medications 
from orders that have not been reviewed by a 
pharmacist ... • 
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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 
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 
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[Patient#1's] room What had occooed. He/She 
also notified the dlarge nurse, the CSL [Clinical 
Staff LeaderJ and went to the educator's office. 
He/She notified [Named Neuro Nurse Manager] 
and Risk Management..The Umeline was: 
12126/17 - 2 PM: PET scan scheduled. 
12/26/17 -2:47 PM: 2mg. of Versed was ordered. 
12126/17 - 2:59 PM: Vecuronium override in 
Acudose. VE was entered in the Arudose and the 
machine defaults to generic medicatioos -
Vecuronium popped up. Versed [brand name) did 
not shoW oo the screen. A warning in red box was 
visibie for an override stating that is should be for 
STAT orders. 
12/26/17 - RN #1 gave the medication - it's 
unknown what time she got to Radiology. 
12/26/17 - RRT was called at 15:29 [3:29 PM]. 
STATS go overhead. 
As a group [leaders. risk etc) what can we do to 
fix it..Actioo P'3n: The bar code scanning 
implementation in Radiology - this is pending. A 
Mufti-d!Sciplinary tean meeting regarding the 
override med list Vee [Vecuronium) was removed 
from override status. Roe [Rocuronium) was left 
on [the override list] for emergencies. We 
weighted the risks versus the benefits and le1t it 
on. We met on January 19. The meeting on 
February 2, It was approved. The meeting on 
February 23 was the Phannacy Policy 
Committee. The meeting on March 3 it was 
comp(eted ... We also did education of local [NCU] 
and global nursing team members regarding 
sedative a<lninistration and mooitonng __ _. 

Interview ~ on 1112/18 at 9:22 AM. she 
stated, " ... we wanted to make sure the Patfeot 
Safety Alert from the Safety Team went to 
operational leaders and [Named VUH CNOJ was 
a recipient of this alert and she sends out the 
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the Hospital's Nursing Quality 
A 144 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 
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 
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our end, we put the med in a secure ptace. We 
also try to giVe the employee assistance. By the 
time they pronounced [Patient #1]. they thought ii 
was the VEC {Vecuronium] and we WII get baclc 
Witn you ~he 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 wroog With the macooe. In the end, 
there were so many things the nurse did - the 5 
rights, basic nursing care. t had reached out to 
the family and they had already obtained an 
attooiey - and the rest is 
confidentiaL.assessment before [medication 
given], 5 rights give med and assess after" The 
OCRM was asked about the lack of 
documentation in the chart. He/She stated, 
"Eve,yone was focused on resuscitation. The 
code team was called, they treated only the 
resuscitation. The investigation was after she was 
dead_ He/She was worked on and at no time was 
he/she stable. There was no opportunity for her 
[RN #1] to chart about the med_• 

Observations in conference room 167 on 1112/18 
at 12:35 PM revealed one ( 1) clear zip lock 
baggie with an orange biohazafd label. Ther.e was 
handwriting on the baggle in a pink color marker 
that documented, "Versed 1mg 2mg PET 
1251." Inside the 1>aggie was a vial Witfl a few 
drops of dear 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 top that 
documented, "WARNING: PARALVZING 
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 1 O ml syringe 
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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. 

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: 

• The Hospital has revised its policy 
previously titled Transport of the 
Critically Ill 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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Children's, Behavioral] has committees that meet 
and review all events. Those committees roll up 
to each hospital QAPI committee that is Chaired 
by the CEO of that hospital. [see system 
flowsheeq Eaeh of those corrmittees meet and 
those meeting minutes are li.lnneled up to the 
System's Quality Steering Committee which is 
chaired by the Hospital System's CEO". 
The Pllamlacy Manager stated. "Drug errors are 
folWarded to QSRP {Quality, Safely • Risk 
Prevention]. The errors that happened i1 October 
will be reported to ADE {Adverse Drug Events] 
Committee. llley meet monthly and wil review 
the October errors this Friday_ They meet the 
second Friday of every monlh." 

6. Review of the education recordS revealed the 
education began in March 2018, more than 2 
months affer the event. 
AUTOPSIES 

A 364 CFR(s): 482-22(d) 

The medieal staff shOuld attempt to secure 
autopsies in all cases of unusual deaths and of 
medical-legal and educational interest. The 
mechanism for documentilg permission to 
perfonn 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 intefView the hospital failed to ensure all 
physicians followed policies, and rules and 
regulattons for reporting unusual and unexpected 
deaths to the County Medical Examiner for 1 of 1 
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observation, monitoring of vital signs 
and neurological status. 

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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(Patient #1) patient deaths reviewed. 

The findings inwded: 

1. Review of the hospital's Deaths Requirlng 
Reporting to the Medical Examiner policy 
documented, • ... The Davidson ca.tty ME 
[Medical Examiner] is notified of al deaths 
occurring at [Named Hospilal 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 Sedloo 
IIIA. .. Oeaths reportable under Tennessee law and 
[Named Hospitaq policy include ALL lhose due to, 
apparently due to, related to, or admitted for the 
following (regardless of the interval between 
event and time of death) .. .Any suspicioUs, 
unusual or unnatural death ... Death during or as a 
resutt of a ... medication error ... lt is the 
responsl>llity of the physician completing the 
Report of Oeath ... to notify the Davidson County 
ME Wflen a death fats Within any of the 
categooes desatbed 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 examlnatron ... • 

Review of the hospital's Medical staff Rules and 
Regulations documented, • ... Deaths ... [Named 
Hospital System) complies with all appUcable 
state and local law regarding certification of 
death ... and the reporting of deaths to the medical 
examiner under circlfllstances required by state 
law to facilitate the performance of inquests In 
accordance with hospital policy ... Medical 
Examiner Cases ___ The physician .. .in charge ot the 
patient's care for tfle ... condition that resulted In 
the patient's death shal report any death due to, 
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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. 

• 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 
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apparently due to ... regardless of the interval 
between event and time of death to the ... Medical 
Examiner's Office ... • 

ReView of the hospitafs House Slaff Agreement ... 
signed by Physician ~ documented. " .. .In 
accepting this appointment, I hereby agree 
to ... Abide by the applica!E Medical Slaff Bylaws, 
Rules and Regulations ... Demons1rate and 
understanding and accep!aoce of my personal 
role ln ... accurate repormg of patient outcomes 
and clinical experience data .. ." 

Review or the document titled 2017 Tennessee 
Department of Heaffh Office of the State Chief 
Medical Examiner County Medical Examiner 
Handbook documented. " ... Tennessee Code 
requies that any death Whieh is suspicious, 
unusual or occurs under unnatural 
circumstances is to be reported to the county 
medical examiner. The mandatoty reporters of 
such deaths are listed as •any physician, 
undertaker, laW enforcement officer, or other 
person having knowledge of the death." T.C.A. § 
36-7-108. Specificaly, the county medical 
examiner of the county in which the death 
occurred iS to be notified in all cases ot...Deaths 
in any suspicious/unusuallumatural manner ... The 
first decision point for the county medical 
examiner receiving a report of death ocrumng in 
a healthcare facility is to detennine 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 treamg the patient for 
that disease should complete and sign the death 
certificate ... The manner of death pisted on the 
death certificate) represents the county medical 
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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 3rd 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 
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examiner ' s opinion as to which category the 
dea1h best fits 11to and is based on the 
circumstances surrounding the death ... The five 
options for completion of the manner of death in 
Tennessee are Natural, Accident, Suicide, 
Homicide, aoo Could Not Be Detennined ... AII 
deattls shoolcl be daSSified as to manner, and 
only one manner of death iS to be 
chosen ... Nattr.Jl deaths are those due exdusively 
(100%) to disease and/or the aging process. A 
death 11 which a discrete. unnatural act 
contributes i1 any way towards the death, 
regardless of the interval elapsed between the 
event and derrise. cannot be coosidered a 
natural death .. .Accfdent is defined as an 
unnatural death resulting from an inadvertent 
chance happening ... The National Centerfor 
Health Statistics assigns ICD-1 o codes to death 
certificates for vital statistics. As such. it is 
important to list each drug felt to be contributory 
to death on the death certificate [e.g., ''acute 
comlltned drug toXicity (hertlfl, alprazolam, and 
ethanol)]~ for improved data collection. use of the 
tenns •ioxicity", "intoxication", "overoose•. 
"ingested", "injected" or "inhaled" Wil be assigned 
a statistical code indicating that the event was 
non-natural...standard Language for Cause of 
Death: Examples .. .AccidentaLAcute drug/mixed 
drug (names of drug(s} sitoxication ... standard 
Language for How Injury Occurred. These 
phrases should satisfy the purposes of item 34 on 
death certificate in the majOrtty of non-natural 
deaths .. .injected prescription 
rnedications ... 38-7 -108. Death under suspicious. 
unusual or 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 
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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 
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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dea(Lshalt immediately notify the county medical 
examiner or the district attorney general, the local 
police or the county sheriff, who il tum shall notify 
the county medical examiner_ The nolificatlon 
shall be directed to the county medical examiner 
in the county il whieh the death occumi<L.• 

Review of the hospitals Disclosure of 
Unanticipated outcomes policy documented, •--­
[Named Hospital System) clslicians share 
information With patients or ttie. aUthortzed 
representatives about their medical care, 
including informatioo regarding unanticipated 
outcomes, whether arising as a result of 
pathologic process, complication of treatment or 
medical error.__Unexpeded Otltcome -
Unexpected change in patienfs condition 
generally worse that What had been intended or 
hoped for, as a result of a ___ medical 
error ____ Medical Error - The failure of a planned 
action to be completed as inteocJed. __ The 
Attending of Record has the ultimate 
responsi>ility for___lnforming patients or their 
authonzed representatives about unaiticipated 
outcomes, indUding those associated With 
medical error___Oiscusslons concerning sharing of 
unantfcipated outcomes and/or medical errors are 
documented in patients' charts .. _Guidelines for 
Sharing lnfoonation aboUt Unanticipated 
Outcomes ("Disclosure") ... Documentation of 
disdosure in the medical record includes: Date, 
time, and place of disdosure; Names of those 
present Nature of ttle discussion and areas 
covered; Offers of assistance, including 
bereavement support; Questions addressed in 
the discussion; Plan for continued 
communications. __ " 

Review of the hospital's Occurrence Reporting: 
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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. 

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 
first two letters of "Paralyzing Agent" 
- which will then pull up the list of 
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Patient and Visitor policy documented, ~ ___ When a 
seriOus or Sigfliflcant Event involving a patient or 
visitor occurs, immediately notify the Office of 
Risk and Insurance Management and the 
Administrative Coordinator ... Event for the 
purposes of this policy is any of the folloWing: 
Sentinel Event; Serious Reportable 
Event...Unantidpated outcome or occurrence 
invollling a patienl..Other terms which fall under 
the meaning of Event under this poicy 
inclUde ___ MedicatiOn Error. or adver.;e drug 
reaction ... MedicaHon Errors and Adverse Drug 
Events are the unintended, undesi"ed, and 
unexpected effects of prescribed medications ... or 
MedlcatiOn Error reqtAmg discontiltling a 
medication ... supportiVe treatment, or resulting in 
temporary or permanent disability .. _a life 
threatening condition, deattLSentinef Event is a 
term established by The Joint Commission for an 
unexpected occurrence involving death ... Seoous 
Injury Is unanticipated death ... Serious Reportable 
Event is a tenn established by the National 
Quality Forum [NQF) that refers to 29 serious and 
largely preventable adverse Events ... • 

Review of NQF's document tilled Serious 
Reportable Events in Healthcare - 2011 Update ... 
documented. • ... Patient death or serious injUry 
associated with a medication error (e.g., errors 
involving the wrong drug, wrong dose. wrong 
patient, wrong lime. wrong rate, wrong 
preparation, or wrong route of administration) ... • 

2. Medical record review for Patient #1 revealed 
Physician #1 caled 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 facifity 
policy. There was no documentation in the 
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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 
Charts for both Adult Patients and 
Pediatric Patients, effective on 
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The hospital must have an organized nursing 
service that proVides 24-hoor nursing services. 
The nursing services must be furnished or 
supervised by a registered nurse. 

This CONDITION is not met as evidenced by: 
Based on policy review, document review, 

medical record review and interview, the hospital 
failed to enStlre nursing services administered the 
correct medications, monitored lhe patient ror any 
adverse reactions follOWWJg the administrattoo of 
a medication and prevented a preventable death. 

The fail.Ire of the hospital to mitigate risks 
associated With medication errors and ensure all 
patients· received the correct medications to 
protect thet physical and emotional health and 
safety placed all patients in a SERIOUS and 
IMMEDIATE THREAT to the heath and safety of 
all patients and plated them in IMMEDIATE 
JEOPARDY and riSlc of selious injlD!S and/or 
death. 

The findings included: 

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

Refer to A-0395 

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

Refer to A-0405 
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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 
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 

(XS) 
COMPLET/ 
ON DATE 

11/27/18 

FORM CMS-2567 (02-99) Previous Versions Obsolete Event ID: NVYTll Facility ID: TNPS3127 If continuation sheet Page 47 of 105 



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

-- -
PRINTED: 11/16/2018 

FORM APPROVED 
0MB NO. 0938-0391 

STATEMENT OF DEFICIENCIES 
AND PLAN OF CORRECTION 

(X1) PROVIDER/SUPPLIER/CUA (X2) MULTIPLE CONSTRUCTION (X3) DATE SURVEY 
COMPLETED IDENTIFICATION NUMBER: 

440039 

NAME OF PROVIDER OR SUPPLIER 

VANOERBIL T UNIVERSITY MEDICAL CENTER 

(X4) ID 
PREFIX 

TAG 

A 385 

A395 

SUMMARY STATEMENT OF DEFICIENCIES 
(EACH DEFICIENCY MUST BE PRECEDED BY FULL 

REGULATORY OR LSC IDENTIFYING INFORMATION) 

Continued From page 47 

3. TIie hospital failed to ensure nursing services 
correctty administered an IV drug and monitored 
for side effects after admilistration_ 

Refer to A-0409 
RN SUPERVISION OF NURSING CARE 
CFR(s): 482.23(b)(3) 

A registered n..se must supervise and evallate 
the nursing care for each patient 

This STANDARD is not met as evidenced by: 
Based on standards of practfce, doellment 

review, review of hospdal policies and 
procedures, medical record review. and interview, 
the hospital failed to ensure all Critical Care 
Registered Nurses (RN) iq)lemented policies 
and procedures pertaining to the supervisalg and 
evaluating the nursing care that was provided for 
each patient for 1 Of 1 (Patient #1) patients 
revieWed who received the wrong medication_ 

TIie failUre Of the hospital to ensure all nurses 
implemented standards of practice, policies and 
procedures pertaimg to the supervision and 
evaluation of al patients resulted in a fatal 
medication error for Patient #1 and placed al 
patients in a SERIOUS and IMMEDIATE THREAT 
of their health and safety and placed them in 
IMMEDIATE JEOPARDY for risk of serious 
injuries and/or death. 

The findings included: 

1. Review of Lippincott Manual Of Nursing 
Practice 10th Editioo documented, • ... Watch the 
patienrs reaction to the drug during and after 
administration. Be alert for major adverse effects. 
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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. 

• 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 
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such as ... respiratory distress ... NURSING 
ALERT ... The nurse is ultmately accountable for 
the drug administered ... • 

Review of the hospital's H91 Alert Medications 
policy documented, •... High Alert Medications -
Medications lhat bear a heightened risk of 
causing significant patient harm When used in 
erroc..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 (ildUding sudden 
changes in a patient's c.-iical status .. Addllional 
strategies are followed for a specified Hst of High 
Alert Medications ... Higher level decision 
support .. .lndependeflt Double-Check where 
electronic dinical systems prompt dual signo1L" 
Vecuronium was listed as a high alert medication. 
There was no documentation in this policy 
detailing any procedure or guidance regarding the 
manner and trequency of monitoring patients 
during and after medications were administered. 

The Drug SUmmary for MidaZolam Hydrochloride 
(Versed). Retrieved from PDR. 2018, 
http://www.pdr.net dOct.mented. " ... CLASSES 
Anxiofytics Benzodiazepine Sedative/Hypootics 
other General Anesthetics ... Administration of 
midazolam requires an experienced dinician 
trained in tile use of resuscitative eq~nt and 
skilled in airway management...Monitor patients 
for early signs of respiratory insufficiency. 
respiratory depression, hypoventilation. airway 
obstruction, or apnea (Le., via pulse oximetry), 
which may lead to hypoxia and/or cardiac arrest. 

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

• 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 
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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Review of the hospilars Medication 
AdminiStrafion documented, "{Named Hospilaq 
staff validate the fiVe rights of medication 
administration to minimize medication 
errors ... Right patient Right medication; Right 
dose; Right route ... Rigllt tme to adhere to the 
prescmed frequency and time of 
adminislration ... Document medication 
administration II the electronic medical record to 
include, at a milinum, the following ... Date and 
time of actn11istrati0n; 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 lrequency of monitoring patients 
dumg and aner medications were administered. 

There was no documentation in Patient #1 's 
medical record that Vecuronium or Versed was 
administered to her on 12126/17. 

Review of the hospitars RN 2cc Job Description 
documented. • ... CORE 
COMPETENCIES ... Fullils safety and Regt.datory 
Requirements: Undefstands all aspects of 
providing a safe environment and perfoons 
roume safety chedts to prevent safety hazards 
from occurring ... " 

2. Medical record review for Patient #1 revealed 
the patient was admitted to the hospital on 
12/24117 With diagnoses of lntraparenchymaf 
Hernatoma of the Brain, Headache. 
Hornonymous Hemianopia (Vision field loss of 
both eyes)-Lefl, Atrial Fibrillation, and 
Hypertension. 

A BUILDING _ _ ____ _ 

8- WING _____ _ _ 
C 

11/08/2018 

STREET ADDRESS, CITY, STATE, ZIP CODE 

1211 MEDICAL CENTER DRIVE 

NASHVILLE, TN 37232 

ID 
PREFIX 

TAG 

A 145 

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

CROSS-REFERENCED TO THE APPROPRIATE DEF ICIENCY 

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) 
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 
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Critical Care unrq after cardiac arrest in PET 
scan. Per report. ROSC (Return of Spontaneous 
CirculatiOn) received aner approxmately 2 roundS 
of Act..S (Advanced cardiac Life Support). Patient 
was intubated during evenL.Current 
Facility-Administered 
Medications .. .Vecuronium ... • No dose, route or 
frequency was documented. 

A physician progress note written on 12/26117 at 
6:36 PM. by Physician #2 documented, " .. .After a 
couple of hours in the ICU, (he/she] began 
displaying myoclonic jerks w/stinukJs 
interspersed with posturing ... prs neuro exam is 
very concerning. after rJIW [disaJSSion Wilh] 
nei.ology team. they suspect that [his/her] exan 
is dw (consistent with] what would be seen after 
anoxic brasi sijury - CT [Gomputertzed 
Tomography) head showed some increase in 

swelling, bUt area of bleed not worsened - initially 
suspected worsenSlQ hemontiage as reason for 
arrest, however after rurther discussion, it is 
suspected that [he/she) may have received an 
incorrect medication which contributed to the 
evenl..DISPO: pt's course is very concerning. 
Given myoclonic jerks there is high concern for 
anoxic brain sijury ... • 

A physician progress note written oo 1212.7/17 at 
1227 AM, by a physician and cosigned by 
Physician #2 documented, " .. .I discussed the 
case with the neurology team and it is fett that 
these changes in exam likely represent 
progression towards but not complete brain 
death ... (He/She) was made a DNR/DNI (Do Not 
Resuscitate/Do Not Intubate). Palliative 
extubatk>n was performed 1212.7117 at 12:57 AM. 
vasoactive infusions were then discontinued . 
Time of cardiopUlmonary death was 1 :07 AM by 
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• 

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 com prised 
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. 

The Hospital has reviewed its policy 
outlining reporting requirements to 
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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 Ill 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, 
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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 
medication, and route. 
Documentation will be in accordance 
with VUMC's Medication 
Administration Policy. The 
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Transport Policy further states that 
A286 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 

(X5) 
COMPLETI 
ON DATE 

11/27/18 

11/27/18 

FORM CMS-2S67 (02-99) Previous Versions Obsolete Event ID: NVYT11 Facility ID: TNP53127 If continuation sheet Page 59 of 105 



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

- -
PRINTED: 11/16/2018 

FORM APPROVED 
0MB NO. 0938-0391 

STATEMENT OF DEFICIENCIES 
AND PLAN OF CORRECTION 

(X1) PROVIDER/SUPPLIER/CUA (X2) MULTIPLE CONSTRUCTION (X3) DATE SURVEY 
COMPLETED IDENTIFICATION NUMBER: 

440039 

NAME OF PROVIDER OR SUPPLIER 

VANDERBILT UNIVERSITY MEDICAL CENTER 

(X4) ID 
PREFIX 

TAG 

SUMMARY STATEMENT OF DEFICIENCIES 
(EACH DEFICIENCY MUST BE PRECEDED BY FULL 

REGULATORY OR LSC IDENTIFYING INFORMATION) 

A. BUILDING _ _ _ _ _ _ _ 

B. WING ___ _ _ _ _ 
C 

11/08/2018 

STREET ADDRESS, CITY, STATE, ZIP CODE 

1211 MEDICAL CENTER DRIVE 

NASHVILLE, TN 37232 

ID 
PREFIX 

TAG 

A286 

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

CROSS-REFERENCED TO THE APPROPRIATE-DEFICIENCY 

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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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. 
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• 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 
Medication Policy, and Medication 
Administration Policy including the 
requirements for monitoring patients 
during transport and during and after 
medication administration, 
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appropriate handover, and related 
medical record documentation. No 
clinical staff member listed above 
will be able to begin shift after 
December 3rd 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. 
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• 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 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 
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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 
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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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. 

• 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 
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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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]". 
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• 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. 
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A286 • 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 
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 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 
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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 
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The Hospital has amended the High 11/27/18 
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 

11/26/18 
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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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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 
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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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. 

• 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: 

(X5) 
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• 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: 

• 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 
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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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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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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defined pursuant to TCA §§ 63-1-
150 and 68-11-272 and is com prised 
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. 

• 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, 
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"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 aecision ot 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. 
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• Monitoring: The Chief of Staff, Office 
of Decedent Affairs and Quality, 
Safety and Risk Prevention will 
review Medical Examiner reporting 

· tcflfrtsure the Hospital repo-rts 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. 

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 Ill Patient, which revisions 
are scheduled to be approved on 
November 27, 2018, to broaden 
application of the policy beyond 
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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 

· tran·sported 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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monitoring to be based on the 
patient's condition, type of 
medication, and route. 
Documentation will be in accordance 
with VUMC's Medication 
Adminisfrati6n Policy. Tne·· - -- -

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 uriit, including the 
times the patient leaves and returns 
to the unit. 
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• The Hospital has revised its High 11 /27 /18 
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 

FORM CMS-2567 (02-99) Previous Versions Obsolete Event ID: NVYTll Facility ID: TNP53127 If continuation sheet Page 78 of 105 



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

- -
PRINTED: 11/16/2018 

FORM APPROVED 
0MB NO. 0938-0391 

STATEMENT OF DEFICIENCIES 
AND PLAN OF CORRECTION 

(X1) PROVIDER/SUPPLIER/CUA (X2) MULTIPLE CONSTRUCTION (X3) DATE SURVEY 
COMPLETED IDENTIFICATION NUMBER: 

440039 

NAME OF PROVIDER OR SUPPLIER 

VANDERBILT UNIVERSITY MEDICAL CENTER 

(X4) ID 
PREFIX 

TAG 

SUMMARY STATEMENT OF DEFICIENCIES 
(EACH DEFICIENCY MUST BE PRECEDED BY FULL 

REGULATORY OR LSC IDENTIFYING INFORMATION) 

A. BUILDING ___ ___ _ 

B. WING _ _ ___ _ _ 
C 

11/08/2018 

STREET ADDRESS, CITY, STATE, ZIP CODE 

1211 MEDICAL CENTER DRIVE 

NASHVILLE, TN 37232 

ID 
PREFIX 

TAG 

A 385 

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

CROSS-REFERENCED TO THE APPROPRlA TE DEFICIENCY 

include, but is not limited to, direct 
observation, monitoring of vital signs 
and neurological status. 

• The Hospital's Medication 
- ----AcminisfrationPolicy lias oeen 

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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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 
updates to the SOP for Moderate 
Sedation are required. 
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• 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 
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Transport Policy, High Alert 
Medication Policy, and Medication 
Administration Policy including the 
requirements for monitoring patients 
during transport and during and after 

· mea1cat1on aarrnmstration, - - --- -----
appropriate handover, and related 
medical record documentation. No 
clinical staff member listed above 
will be able to begin shift after 
December 3rd 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. 
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• 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 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-
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compliance, inconsistencies or 
questions, the Chief Nursing Officers 
will follow-up with the unit level 
nurse managers for additional steps 
required to achieve compliance, 
sucnas 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 
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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 
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ON DATE 
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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. 

• 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 

11/27/18 
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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·~rectronic•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 
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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 
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• 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 
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 

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 Paralvzing-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 

(X5) 
COMPLETI 
ON DATE 

The Hospital has amended the High 11/27/18 
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 

11/26/18 

FORM CMS-2567 (02-99) Previous Versions Obsolete Event ID: NVYTll Facility ID: TNPS3127 If continuation sheet Page 86 of 105 



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

-
PRINTED: 11/16/2018 

FORM APPROVED 
0MB NO. 0938-0391 

STATEMENT OF OEFICIENCIES 
AND PLAN OF CORRECTION 

(X1) PROVIDER/SUPPLIER/CUA (X2) MULTIPLE CONSTRUCTION (X3) DATE SURVEY 
COMPLETED IDENTIFICATION NUMBER: 

440039 

NAME OF PROVIDER OR SUPPLIER 

VANDERBILT UNIVERSITY MEDICAL CENTER 

(X4) ID 
PREFIX 

TAG 

SUMMARY STATEMENT OF DEFICIENCIES 
(EACH DEFICIENCY MUST BE- PRECEDED BY FULL 

REGULATORY OR LSC IDENTIFYING INF'ORMATION) 

A. BUILDING _ _ ___ _ _ 

B. WING ___ _ _ _ _ 
C 

11/08/2018 

STREET ADDRESS , CITY, STATE, ZIP CODE 

1211 MEDICAL CENTER DRIVE 

NASHVILLE, TN 37232 

ID 
PREFIX 

TAG 

A385 

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

CROSS-REFERENCED TO T HE APPROPRIATE DEFICIENCY 

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 

--,----p-ermitted to begin- tneir next sn,~ 

• 

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 
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 
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COMPLETI 
ON DATE 
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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 
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preparation of drugs and safe 
medication practices. All nurse 
residents, who are new graduate 
registered nurses hired with less 
than six months of nursing 
experi-errce;-are.equiredio--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. 
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Th·e .. HtYspital-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: 

- 1------1 ~ 

• 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 
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 

11/20/18 
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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 
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- -1----remaii, complete ana accurate:-
_ ,_ _____ _ 

A 395 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 Ill 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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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. Anysuch tlancio-verwill 
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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• 

times the patient leaves and returns 
to the unit. 

The Hospital has revised its High 
Alert Medication Policy, which 

(XS) 
COMPLETI 
ON DATE 

11/27/18 

- ----- - - - ------1-- reVislons-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 
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 
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reactions, and the duration and 
frequency of monitoring is based on 
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the patient's condition, the type of 
medication, and route of 
adm1rnstration~SUCn monitoring.nay- -­
include, · but is not limited to, direct 
observation, monitoring of vital signs 
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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 

Facility ID: TNP53127 If continuation sheet Page 94 of 105 



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

- -
PRINTED: 11/16/2018 

FORM APPROVED 
0MB NO. 0938-0391 

STATEMENT OF DEFICIENCIES 
AND PLAN OF CORRECTION 

(X1) PROVIDER/SUPPLIER/CUA (X2) MULTIPLE CONSTRUCTION (X3) DATE SURVEY 
COMPLETED IDENTIFICATION NUMBER: 

440039 

NAME OF PROVIDER OR SUPPLIER 

VANDERBILT UNIVERSITY MEDICAL CENTER 

(X4) ID 
PREFIX 

TAG 

SUMMARY STATEMENT OF DEFICIENCIES 
(EACH DEFICIENCY MUST BE PRECEDED BY FULL 

REGULATORY OR LSC IDENTIFYING INFORMATION) 

A. BUILDING ___ _ __ _ 

B. WING ____ __ _ 
C 

11/08/2018 

STREET ADDRESS, CITY, STATE, ZIP CODE 

1211 MEDICAL CENTER DRIVE 

NASHVILLE, TN 37232 

ID 
PREFIX 

TAG 

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

CROSS-REFERENCED TO THE APPROPRIATE DEFICIENCY 

A 395 that is required to discontinue 
monitoring. The SOP for Moderate 
Sedation also includes conditions for 
transporting patients who have 
undergone moderate sedation, 
including requrrea monitormg-:-Ttre 
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 3rd without confirmation of 
training and subsequent competency 
testing. The Hospital's Chief 
Nursing Officers monitor this 
education requirement and provide 
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regular updates to directors of these 
departments to ensure compliance. 

Monitoring: Beginning on December 
3, 2018 and continuing for the 
fo11owingthTee71TOnths, 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 
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: 

• A multi.=cf1sc1pllnary 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 
Medication Safety Officer in 
partnership with the VUMC 
Pharmacy, Therapeutics and 
Diagnostic Committee will reassess 
the Paralyzing Agents, including 
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rocuronium, on the override list 
annually. 

• The Hospital has changed the 
naming convention from 

-------1----- -------"''Net1romt1scular-Blecking-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 
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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A 395 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 Ch-a-rtsfcr, !Yoti 1 

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 
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. 

• 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 
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November 27, 2018 amendments to 
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the Hospital's High Alert Medications 
Charts for both Adult Patients and 
Pediatric Patients will be approved 
tCJSJYe-cify-a-SpecifiC-Safety-strategy- -
that all Paralyzing Agents dispensed 

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

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 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 
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The Hospital has amended the High 11 /27 /18 
A395 Alert Medications Charts for both 

Adult Patients and Pediatric 
Patients, which revisions are 
scheduled to be approved on 

- ,---"•"·-• ovember-2?-;--201'8, a-specify thcP----+----1--­
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 

11/26/18 
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the Hospital's staff members 

required to receive the education, 
had completed the training 

requirement. 

(X5) 
COMPLETI 
ON DATE 

------1---- ~ - - -- M0flitor-i Ag-;-+t-,e Hospital w ill - -i-1"/27118 

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

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 

11/27/18 
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Chief Nursing Officers will review 
monthly reports of Independent 
Double Check, in order to verify 
compliance with the Independent 
Double Check procedure for 

--------Para1yz1ng Agen s. Sucti montfily 
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 
Paralyzing Agents, the updated 
requirements for monitoring patients 
receiving High Alert Medications. 

Further.a ll 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: 

(X5) 
COMPLETI 
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• 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 
similar position), in order to define 
the applicable role and duties. At 
the Hospital, "Resource Nurse" is 
generally used to describe a nursing 
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-----1 -------·--------t--~----11---- ,,ole-that usually-does not-tak-;:; ----+---- -J--­
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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