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A 000 INITIAL COMMENTS A 000

A complaint health survey for compliance with 42
CFR Part 482, Subparts A-D; and Subsection
482.66 requirements for hospitals was conducted
from 7/5/23 through 7/6/23 and on 7/13/23. Areas
surveyed included patient rights, pharmaceutical
services, and nursing services. Avera McKennan
Hospitai & University Health Center was found
not in compliance with the following requirements: |
A115 and A488.

On 7/6/23 at 1:00 p.m. immediate jeopardy was
identified related to patient rights at A115.

On 7/6/23 at 2:45 p.m. chief executive officer O,
chief compliance officer C, quality director P,
accreditation director D, senior director of medical
support services K, risk manager B, and chief
medical officer X were given verbal notice of the
immediate jeopardy and were provided with the
immediate jeopardy removal template.

On 7/12/23 at 1:30 p.m. the provider's immediate
jeopard removal plan was accepted.

On 7/13/23 at 11:00 a.m. while onsite the removal
plan was verified and immediate jeopardy was
removed after the completion of document
review, observations, policy review, and
interviews.

On 7/6/23 at 1:00 p.m. immediate jeopardy was
identified related to pharmaceutical services at
A489.
On 7/6/23 at 2:45 p.m. chief executive officer O,
chief compliance officer C, quality director P,
accreditation director D, senior director of medical
support services K, risk manager B, and chief
' medical officer X were given verbal notice of the .
immediate jeopardy and were provided with the \
immediate jeopardy removal template.
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Any deficigficy slatemenl dlnd with an asterisk (*) denotes a deficiency which the institution may be excused from correcting providing it is delermined thal
other safequards pro sufficient prolectlon to the pallents (See |nstruct|ons ) Excepl for nursing homes, the findings stated above are disclosable 90 days
following thesdal urvey \qulhe . For nursmg homes, the above findings and plans of correction are disclosable 14
days following the date lhese, doqumei’lls ar‘f maﬁe axﬁlla%? tol|he fﬁ.ﬂ\/ If deficiencies are ciled, an approved plan of correction is requisite to continued

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

This CONDITION is not met as evidenced by:
Based on a review of the South Dakota
Department of Health complaint intake
information, record review, interview, and policy
review, the provider failed to ensure an
investigation had been conducted for one of one
sampled patient (1) who had been "violated" by
one of one patient care technician (PCT) Y.
Findings include:

This failure has the potential to cause harm to

other patients since no investigation had been

conducted.

Notice:

On 7/6/23 at 2:45 p.m. the facility chief executive
officer O was informed of an Inmediate Jeopardy |
(1J) for failure to conduct an investigation to
ensure that this was an isolated incident.

Plan:
The facility provided the following acceptable
removal plan on 7/12/23 at 1:30 p.m. for patient

il. Education reviewed wilth All Leaders, including Nursing Leaders,

Pharmacy Leaders, Supervisors, and Nurse Educators for All units.

iii. Education then created online for all employees lo review and sign

Completion of education will be required and reviewed by leaders of

every area.

1. Leaders from the nursing units will monilor, verify, and require that

all stalf is educated prior lo Iheir shift

2. PRN staff will be contacled and mandaled lo complele education
rior Lo their next shifl.

v. Quality will receive a copy of the signed education, as well as the

Healthsiream lracker lo verify education is completed tﬁ all staff

through unil leaders daily A report then given to the CNO daily

3. Further sleps:

a. Medical Support Services plan to also provide immediale jeopardy

items to the Avera McKennan Quality Committes.

l,luualily Commitlee vill then review and give further approval of aclion
an.

ﬁ. Follaw uﬁ will be reported oul to the Qualily Committee wilh the

roll-up lo the Board of Truslees
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On 7/12/23 at 1:30 p.m. the provider's immediate %E{yn"hefmzs’uéﬁﬂmm r.'lnorTe‘by I-:tll:::an a":ﬁ%%‘ inlorviow of e
jeopard removal plan was accepted. 1518 pav, ond Resourca Natser o e Nurss ssigned
On 7/13/23 at 11:00 a.m. while onsite the removal RN TS e e BB Lt S i eSS e
plan was verified and immediate jeopardy was i
removed after the completion of document E:%’;g'ﬁ,’:;’;%,ﬁm; ;ag;gmﬁp?mggggﬁgﬁ'gg;m 10 S
reviews, observations, policy review, and £.velo Monannan.o Torowup.astios aneies follows;
interviews. 1. Review of the Policy for Adult Protective Service Reporting
ii Patienl Parception
iii. Staff Expectation
% iv. Incident Reporiing Process
The patient census was 288. Y. Whiota contect f a situalion occurs
3 ucation roll ou
A 115 PATIENT RIGHTS A 115 i. Educalion reviewed with Supervisors for Brain and Spine Uni first.
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A 115 Continued From page 2
rights:
1. "Human resources has started an investigation
as of Thursday 7.6.23 at 4:30 p.m. patient care
technician was suspended from work until the
investigation was completed.”
2. "Further investigation was done by human
resources between 7.7.23 and 7.10.23, interviews
with patient care technician, unit supervisors,
registered nurse assigned to the patient, and the
resource nurse."
3. "As of 7.10.23 at 3:00 p.m. human resource's
investigation is complete. Human resources
concluded this was an isolated incident and the
employee was cleared to return to work.
Appropriate education was provided to the patient
care technician by both the resource nurse and
the registered nurse caring for the patient,
announcing himself upon entering the room and
ask the patient permission prior to providing
personal cares."
4. Education was created, 7.10.23:

a. "Review of the policy for adult protective
service reporting.”

b. "Patient perception."

c. "Staff expectation.”

d. "Incident reporting process."

e. "Who to contact if a situation occurs."

5. Education has been rolled out 7.11.23 at 1:00
p.m.:
a. "Education reviewed with supervisors for the
' brain and spine unit 7.11.23 at 1:00 p.m." '

b. "Education reviewed with all leads, including
nurse leaders, pharmacy leaders, supervisors,
and nurse educators for all units 7.12.23 at 9:00
a.m."

c. "Education will then be created online for all
employees to review and sign by 7.12.23
Completion of education will be required and
reviewed by leaders of every area."
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A 115 Leaders on the unils monitor. verify. and require that stalf 1s
educated
Education is currenlly at 85.42%. Leaders continue to follow up wilh
staff b? reaching oul to them if they are on FMLA, vacalion, or any other
type of leave lo make sure lhey are aware lo complete prior to their
nexl shill. Nurse leaders conlinue lo educale those employees by using
the paper form. Educalion for new staff is discussed by cur Director of
Risk. Quality and Patient Expenence in person, then also mus! complete
online educalion by 30 days of employment. This is maintained by the
leader of the unit and Human Resources.

Quality continues lo educate employees on patient rights at unit meetings
and answer questions and concerns daily from the units

Also updaling the yearly education with the Avera educalion cenler lo
reflect additional information and importance of patient rights and
perceptions

Quality Commitiee made aware of 1J and is updated at each meeling
of the education process and compleletion rale
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1. "Leaders from the nursing units will
monitor, verify, and require that all staff is
educated prior to their shift."
2. "Prn staff will be contacted and mandated
lo complete education prior to their next shift."
d. "Quality will receive a copy of the signed
education, as well as the Healthstream tracker to
verify education is completed by all staff through
unit leaders daily starting 7.11.23 A report will
then be given to the CNO daily." |
6. "Medical support services plan to also provide
immediate jeopardy items to the quality
committee."
a. "Quality committee will then review and give
further approval of action plan."
b. "Follow up will be reported out to the quality
committee with the roll-up to the board of
trustees.”

The removal plan for the |J was received and
accepted an 7/12/23 at 1:30 p.m. On 7/13/23 at
11:00 a.m. the implementation of their plan was
verified and their |J status was removed while the
surveyors were onsite.

Findings include: !

Review of the South Dakota Department of !
Health complaint intake information revealed:
*Patient 1 had been diagnosed with cerebral
palsy and had a spinal cord injury which required
the use of a wheelchair for mobility.
*Patient 1 had been sleeping and PCT Y began
performing his catheter care. ,
*PCT Y had been asked multiple times by patient
1 to stop with his cares once he woke up.
*PCT Y finally stopped and exited the room.
*Patient 1 reported to registered nurse (RN) S
that PCT Y had touched him inappropriately and
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PCT Y was not allowed to care for him anymore.
*PCT Y had been reassigned to another patient
care area on that floor.

*Patient 1 had been sexually abused in the past
by a male and would have preferred female staff
whenever possible to perform cares.

*Patient 1 had thought about leaving the hospital
against medical advice (AMA) because he had
not felt safe.

Review of patient 1's electronic medical record
(EMR) revealed: '
*He had been admitted on 6/3/23 with a diagnosis
of failure to thrive.

*On 6/28/23 at 10:28 p.m. licensed practical
nurse (LPN) V had noticed that patient 1 had
been gone from the unit for several hours.

*On 6/28/23 at 10:30 p.m. RN U noticed that
patient 1's belonging had been removed from his
room.

-She contacted security and they reviewed the
video cameras.

-Patient 1 had been seen on the camera with his
service dog, belongings, and a female visitor
leaving AMA from the hospital on 6/28/23 at 5:11
p.m.

Interview on 7/5/23 at 2:15 p.m. with RN Q and
RN W regarding training provided to PCTs
revealed:

*Hospital wide training for new employees had
been conducted by human resources.

-Hospital wide training included patient rights and
abuse/neglect among other areas.

-PCT Y had been hired in April 2023.

*PCTs would have received more on the job
training on their designated unit.

-On the unit training would have been completed
differently with PCTs that had more experience.
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“*PCTs were expected to have reported any
suspected abuse or neglect to the nurse.

*The nurse would have reported any suspected
abuse or neglect to the resource nurse and then
that information would have been reported to the
nurse supervisor,

*RN Q would have interviewed the patient and
PCT to obtain further information regarding the
allegation of sexual abuse.,

Review of staff education for RN Q and PCT Y
revealed they both had completed training on
patient rights and abuse/neglect in May 2023,

Interview on 7/6/23 at 8:35 a.m. with RN Q

regarding reported alleged sexual assault to

patient 1 revealed:

*RN S had informed her that patient 1 had felt

violated by PCT Y and that PCT Y had been

reassigned to another area on the unit.

*She had asked RN S if patient 1 accused PCT Y

of any sexual abuse.

-RN S stated patient 1 had felt violated by PCT Y.

*She had been aware that patient 1 had a history

of sexual abuse by a male.

*She had monitored the situation but had not

informed her supervisor or risk management of E
 patient 1's feelings.

*She thought that a patient feeling violated was
' not serious enough to report to her supervisor or
risk management.

Interview on 7/6/23 at 9:00 a.m. with RN K
regarding patient 1 feeling violated by PCT Y
revealed:

*Information that had been obtained by a staff
member should have been reported to the
supervisor and to risk management.

*Patients that had a history of sexual abuse, that
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information should have been in their chart as
personal health information for staff to have been
made aware.

Interview on 7/6/23 at 10:00 a.m. with patient care
leader R regarding the above information from
the complaint intake information and the interview
with RN Q revealed:
*He had not been informed of patient 1 feeling
violated by PCT Y.
*He had been the lead for that unit since June

' 2023 but had previously been a lead in the
emergency room. :
*He expected RN Q to inform him, the patient
care representative, and risk management of
patient 1 feeling violated.
*PCT Y should have been removed from
performing patient care pending the outcome of
an investigation.

Review of the provider's September 2021
Patient/Family Complaints and Advocacy Policy
revealed:

*The policy establishes a procedure for
channeling patient care related to complaints.
*Complaints were recorded in a database
maintained by the patient representative
coordinator.

-Complaints, concerns, or requests for assistance
were channeled to the appropriate department,
director/manager for investigation and a
resolution.

*Complaints were given proper consideration as a
risk management issue.

Review of the provider's April 2023 Corrective
Action policy revealed:

*Examples of when an employee should have
been suspended pending a human resource
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investigation included, but were not limited to the
following:

-A situation that involved allegations of abuse by
an employee.

-A situation where the employee needed to have
been removed to conduct a thorough
investigation.

CFR(s): 482.25

§482.25 Condition of Participation:
Pharmaceutical Services.

The hospital must have pharmaceutical services
that meet the needs of the patients.
The institution must have a pharmacy directed by
a registered pharmacist or a drug
storage area under competent supervision. The
medical staff is responsible for
developing policies and procedures that minimize
drug errors. This function may
be delegated to the hospital's organized
pharmaceutical service.
This CONDITION is not met as evidenced by:
Based on a review of the South Dakota
Department of Health (SD DOH) complaint intake

. information, observation, interview, job .
description review, and policy review, the provider
failed to ensure pharmacy services implemented
a security process following the misappropriation
of use for both controlled and non-controlled
medications in one of one intensive care unit
(ICU) by one of one registered nurse (RN) (A).

These failures have the potential for
misappropriation of medications to continue since
no processes or policies had been changed.
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i Action Plan 82223
A115 Continued From page 7 A115 1. Turn on Blind Counts (this is a pyxis selting where all

users, that pull the medication, physically count the conlents

gf the pocket prior to medication removal) for Propofol in the
yxis.

a. Notificalion will be sent via Voalle, Email and Daily Lineup,
aboul new process.

i. Pharmacy will send to the Patient Care Leaders, Cerlified

Nurse Educators, Supervisors, and Pharmacy siaff.

2. Change waste requirement of propofel to pyxis (like

narcolics process) on medical unils wilh destruction in

CSRX bottle.

a. Inform staff of the change in waste of propofol.

b. Voalte message will be sent, Daily lineup, Friday updates

A 489 Condition of Participation: Pharmaceutical Se A 489 by Managers, Email, and Quality Boards.

c. Labels will be made and attached to the CSRX bollle to
include Propofol.
3. Run list for Pyxis Medicalions pulled without a
corresponding admin for high-risk diversion medications.
a. Report validation completed.
b. Pharmacy will contact Leader with the refon. After the
leader reviews report, they then can move forward with
investigation of the lack of documentation of administration.
If the employee is unable to explain and show documentation
of rate via the IV flowsheet. Corrective aclion and conlinued
monitering will be set for the individual employee with all
future occurrences of administration.
c. Report will be will sent to the nurse leaders daily for
3 months, until 10.12.23 and revisit to continue lo evaluate
documentalion and administration.
4. Drug Diversion Investigation Response Team (DDIRT) —
we recognize that medications are a patient safety and
employee safety issue. DDIRT is a component of our Patient
Safety process to deliver and understand an individual's
performance within our institution as it relales to substance
abuse or medicalion diversion as direcled by the Regional
Controlled Substance Oversight Committee. It is an
investigalive arm lo the Regional Controlled Substance
Oversight Committee.
a. DDIRT meels on an ad hoc basis to review specific
instances of potential medication diversion — Activated by
anyone that has a concern of a diversion, leaders, as well
as surveillance tools.
b. Education to all leaders involved in distribution and
administration of medications.
i. Education has been rolled out to slaff at every shift as well
as on Healthstream, to comrlete prior to their shift beginning.
c. Mf:eungs and Minutes will include aclion plan and follow
up plan.
d. Report out to Regional Controlled Subslance Oversight
Committee meeting, Patient Safely and Pharmacy and
Therapeutics ~ Quarterly.
e. Risk Management report out lo Avera McKennan Quality
Commiltee and Patient Care Leaders.
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A 489 Continue 1o run ist for pyxis medication pulled without a cotresponding 822 23
administration for high-risk rmedication daily for 90 days

A 489 Continued From page 8

NOT'CE Pharinacy contacls the leader with the report. Alter Lhe leader reviews
On 7/6/23 at 2:45 p.m. facility chief executive ; ok e hedismd e huplosgebobicersspe b
officer O was informed of an Immediate Jeopardy | D R o e saion = comirsed
(IJ) fo'r failure to ensure a security process had The report will be sent lo the leaders daily M-F for S0 days After that
been implemented and updated following a drug ety drmntiheae bl i) e A
diversion of four bags of Fentanyl and tWE|Ve Discrepancies and audils reported lo the Quality Commiltee quanerly
bottles of Propofol. Commilaa qaney by ia Diroctor of Gualty, Risk. and Paent

Experience. on going

PLAN:
S 4 . S led/polential di ignificant | f trotied
The faCIIity provlded the fO”Oang acceplable sc:&?ﬁe gg:&lsa: iversion or s'gnl icant loss of controlle:
rted th h vari hod!
removal plan on 7/12/23 at 1:30 p.m. for ;“&F&Z‘?sﬁspcﬁir oo A b
pharmaceutical services: -y pokiniak, N
| 4. Changes in work quality or frequency noled by others
) L. i . 5. Data anomalies detecled by regular data review or noted Ihrough
1. "Turn on Blind Counts (this is a pyxis setting S ISChaN
i i O d t b f th lity/Risk or Ph: s,
where all users, that pull the medication, . ‘ E‘fﬂc‘.?f‘;‘,.g 53“:: 18;;¢x:mn;ﬁ:§&%r o ;{::;: ﬁegﬁin :r S W
| nair) rator confers with aj ‘opriate leaders ursing,
Physmalfy c.:ount the contents Of thE pOCKet pl'i(.)l' ‘ pharmacy, risk management, .oEolher; as diclg:égéygi?ualmn]
to medication removal) for Propofol in the Pyxis | arx} schedes initisl mesting of the commilee es indicaled
nvitees include the available members of the core DDIRT team as
7.12.23 @ [at] 0800 [8;00 am] | llgei::ﬂi:ig Tn‘?ﬂﬂ?sé"'iﬁ.fﬁ“""’"a' personnelfieaders as necessary
*Notification will be sent via Voalte, Email and At frst "&‘:’é’;%é'&egm@ team raviews iniielinformalion and__

e . | |C review an Vi all e [y ¥ arl
Dally LI!"IEUp. on 7.11.23 about new process. kepl arl allfmeetilngs z‘:sndbare mam:ninn% selparalely !mrg casehfrle
*Pharmacy will send to the Patient Care Leaders, e achorkaed o6 nesdad, e geive work s meetings
Certified Nurse Educators, Supervisors, and :é%] aﬁiﬂ%ﬁ?&ﬂfﬁgﬂﬁ%:,{"?nﬁu”afgalrfa“éﬁ?'ﬂﬂnTaefS;ﬁence |

" armal A
Pharmacy staff. T Tiue Peun i hisks the DOWT mosting afier bacoiming sivers

of an issue/suspicion.
- Once DDIRT team is initiated Risk will place a DOH

2. "Change waste requirement of propofol to 1 E?TSETUE”% E;spi:ion o
- e wil an agenda for each meeln
pYXISd(llke na.rco"ncs process) on meldlcal lérl'lltsl -There i be mn lées Keptio cach o 1
i u
Wlth EStruc.tlon “:,l CSRX [Ste”cyCle s medication ?Thamc‘;se‘infgn:allgnc\ﬁlebr:"swm;a oulside of the minules in a
waste container). ; Case Folder
* 5 o To include all documents of the investigation
Inform staff of the change in waste of propofol, - If team concludes 2 full investigation is needad
o DDIRT team to do internal investigation to conclude there
?. 1 1 23 is legitimale suspicion or cannol be ruled out - Appropriate

| entities notified

*\oalte message will be sent, Daily lineup, Friday | *Pharmacy contact DEA
updates by Managers, Email, and Quality Boards. | o e e hmriesn e
|

| 'Risk Mangemenl reports to licensing firm
| - Investigalion complete - Risk to finalize formal DOH report from
suspicion to submitted

“Labels will be made and attached to the CSRX
bottle to include Propofol, completed 7.10.23."

3. "Run list of Pyxis Medications pulled without a
corresponding admin for high-risk diversion
medications.

*Report validation to occur this week, complete |
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i Proacliva monitonng - Pharmacy Technology Team
A 489 Continued From page 9 A 489 - Review for any significant discrepancies or dala anomalies Daily, M-F
- Discrepancy and documentalion review with inpalient nursing leaders

- dail!
{223 ) . . C_Dnylrnl Check, currently, with a diversion moniloring/detection tool
*Pharmacy will contact Leader with the report. s I oainic Jencrk us: o Mofiay Il iRg Fr Teien of
After the leader reviews report, they then can 'dCur]Iinuadm;Bg:f dally conirol checks until Improvements/upgrades,
. s - o ue in early
move forward with investigation of the lack of - If Discrepancy is unable to be resclved or suspicion of diversion is
« R 2 identified, reported to Control Substance Coardinator, Chair of
documentation of administration. If the employee DDIRT leam, Risk Manager. Pharmacy Leader, o
. . . ompliance Hothine
is unable to explain and show documentation of - Disglrepencias and audits n:rnﬂeld tolltés Quality (s:ommu!ae quarterly
rate via the | [intravenous flowsheet. Corrective o rmeiae ity By U, Clrator of G e s Betant
action and continued monitoring will be set for the [ EmtaCs A
the individual employee with all future e o baitm Comnile
. ini i -DDIRT nda and minutes to beco L da il
occurrences of administration. )  DDIRT actionicormecion flems 1o b6 dacussed &l megtng
*Report will be sent to the nurse leaders daily for I Yoparta, Hampercing, 1. woll a6 dvarsior vl

3 months and revisit to continue to evaluate
documentation and administration.
*Implementation to begin 7.12.23."

4. "Drug Diversion Investigation Response Team
(DDIRT) - we recognize that medications are a
patient safety and employee safety issue. DDIRT
is a component of our Patient Safety process to
deliver and understand an individual's
performance within our institution as it relates to
substance abuse or medication diversion as
directed by the Regional Controlled Substance
Oversight Committee. It is an investigative arm to
the Regional Controlled Substance Oversight
Committee.
* DDIRT meets on an ad hoc [as needed] basis to
review specific instances of potential medication
diversion - Activated by anyone that has a
concern of a diversion, leaders, as well as

' surveillance tools. ‘
*Education to all leaders involved in distribution
and administration of medications @ 7.11.23 @ l
0800 [9:00 a.m.].
-Education has been rolled out, 7.12.23, to staff
at every shift as well as on Healthstream,
7.12.23, to complete prior to their shift beginning.
"Meetings and Minutes will include action plan
and follow up plan.
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*Report out to Regional controlled Substance
Oversight Committee meeting, Patient Safety and
Pharmacy and Therapeutics-Quarterly.

*Risk Management report out to Avera McKennan
Quality Committee and Patient Care Leaders."

The removal plan for the |J was received and
accepted on 7/12/23 at 1:30 p.m. On 7/13/23 at
11:00 a.m. the implementation of their plan was
verified and the Immediate Jeopardy status was |
removed while the surveyors were onsite. :

Findings include:

1. Review of the provider's 6/14/23 final incident

report investigation submitted to the SD DOH on

suspicion of misappropriation of meds by RN A

for both controlled and non-controlled meds

revealed:

*The report was submitted to the SD DOH 14

days after the identification and suspicion of the

drug diversion had occurred.

-An initial report should have been submitted to

the SD DOH within 24 hours of the identification

of the suspicion of drug diversion.
| *He had been employed with the facility since j

9/6/20. i
*A co-worker had brought forward a report i
' suspecting him of diverting (stealing) drugs.

*An investigation was opened on RN A for a

possible drug diversion.

RN A

-Required disciplinary action and he was

terminated on 5/31/23 for reasonable suspicion of |

drug diversion that occurred from 2/4/23 through

4/24/23.

-Admitted to poor and sloppy documentation, but

had not admitted to diverting any drugs.

*Through the provider's investigation the following
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list of meds had been unaccounted for:

-Fentanyl (pain medication) 4 bags. There was no
documentation to support the dosage of the med
nor the milliliters (ml) in the bags.

-Propofol (anesthetic used for sedation) 12
bottles [vials]. There was no documentation to
support the size and amount of medication that
was in those vials.

*'Through the investigation, we do not believe
any patients were harmed as a result of this
employees activities."

-There was no documentation to support how the
investigation had been completed to support no
harm to the patients had occurred.

“The abuse/neglect allegation for RN A was not
substantiated since he had not admitted to the
diversion of those meds.

*The action taken by the provider to ensure a .
drug diversion of that magnitude would not occur !
again was to terminate RN A,

*There was no documentation to support the

following:

-Facility procedures and processes for drug

security had been reviewed or revised to ensure

the diversion of meds would not occur again.

-Personnel education or re-education on the

current or revised policies for med security had

been completed.

Observation and interview on 7/6/23 at 8:10 a.m.
with RN D, RN G, and pharmacist H in the
medication dispensing and wasting area of the
emergency department (ED) revealed:

*The room was large and had several unidentified
staff members working in the room on computers
and various other activities.

*Some of those areas and staff were located
approximately 5 feet (ft) from the Pyxis
(automated medication dispensing machine) and
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biohazard waste containers.

*There were three bichazard waste containers
located right next to the Pyxis.

-The containers were approximately 2 ft tall with
large openings on the top of them. The lids
attached to the openings could have been
opened manually or with a foot-activated device.
The opening was large enough to put a hand
inside of it.

-Inside those containers were multiple vials,
intravenous tubing (IV), and syringes.

-Those containers were used for wasting
non-controlled meds that had not require 2
people for wasting meds.

*One of the containers was 3/4 full and had a
small syringe laying on top of the contents.

-It was 3/4 full of a white liquid substance and
was labeled Propofol.

*The contents inside of the vials, syringes, and

the tubing were not required to have been wasted
prior to placing them into the containers because

they were non-controlled meds.

*They agreed some of the meds could have had
a negative outcome should they have been
handled inappropriately.

*They were not aware of any recent education or
praocess changes for the security of meds and
drug diversion.

-Stated: "Not anything outside of our yearly

“mandatory training on that which we just had to

complete."

*The pharmacist stated:

-"Those meds are non-controlled and don't need
a witness for wasting."

-"Propofol is not a controlled substance so
therefore, does not require a witness for wasting
and can be put in that container."

-"I'm not aware if Propofol is a highly diverted or
high-risk med or not."

A 489

82223

|
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-"Controlled substances require two people to
waste and we do that in the SteriCycle container
over there on the wall."

“The staff had the capability to override the
system in emergency situations when the
physician had not entered an order in the system
for a STAT (immediately) med.

*If a staff member was not available to waste a
contralled substance the system would leave it
open and incomplete.

-Per the pharmacist, those were reviewed for
appropriateness.

“The surveyor requested the provider's policy on
the process for med destruction and
accountability for non-controlled substances.

Observation and interview on 7/6/23 at 8:45 a.m.
with RNs G and | in the medication dispensing
and wasting area for the Pediatric Intensive Care
Unit (PICU) revealed:
*We entered an unsecured room where the Pyxis
machine and the biohazard medication waste
containers were located.
-The room was clean and contained multiple
patient use items.
-Housekeeping, maintenance, and all staff had
access to the room.
-Housekeeping and maintenance would have
removed the biohazard waste containers after
they were full.
“RN | confirmed all controlled substances
required:
-A second person for wasting the meds into the

. SteriCyle biohazard waste container.

| -The staff would complete a count upon the

| removal of any medication and prior to closing
and locking the Pyxis.
-All non-controlled meds should have been ‘
placed in the two large biohazard containers ‘
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sitting on the floor next to the Pyxis.

' *Propofol was used in the PICU for conscious
sedation prior to any procedures.
*One of the large biohazard waste containers:
-Was full of vials, syringes, and IV tubing. All of
them had some type of medication left in them.
-Had a 30 cubic centimeter (cc) syringe 1/2 full of
a white substance and was labeled Propofol.
-Had multiple 1V tubing in it and were full of a
white substance. RN | confirmed the substance
would have been Propofol.
*RNI:
-Confirmed that Propofol was a high-risk
medication due to its mind-altering affects.
-Was aware that Propofol was a highly diverted
med.
-Agreed all meds should have been accounted for
from the time they enter the facility to when they
are utilized by the patient. ,
-Stated:
--"It's not controlled so we just put it in that large
bin. We don't have to waste it and we just throw it |
and other meds in those bins."
--"Yep, anyone can reach in that bin and take
what they want."
-Agreed that housekeeping and maintenance
were not considered authorized staff to have
been handling wasted medication.
*She was the lead supervisor for the area and
any medication discrepancies were given to her
for review and follow-up.
*There recently was a discrepancy with a
controlled substance that was created by a nurse.
*RN | stated:
-"The nurse had entered the wrong number after
she did a count of what was left in the Pyxis."
-"Instead of correcting it or reporting it to the
supervisor, she just did an override on it."
-"The system will let you know there is a
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discrepancy, but you can override it and that's
what she did."

-"Two other staff came behind her and the system
showed an error, they entered the right count, but
just did an override and kept working."

-"It was two nurses deep into the discrepancy
before it was caught.”

-"Not sure what the process for review on that
would be. We just get handed the reports to
figure out what happened.”

-"The nurse should have either gotten a
supervisor to help or reported it if she couldn't fix
it at that time."

-"No, we have not had any changes in processes
for med security and diversion that I'm aware of."
-"No, no education on anything like that recently,
nothing extra outside of our mandatory training.
We did recently have to do that."

-"As the supervisor | would have known and
helped with any educating.”

Interview on 7/5/23 at 2:40 p.m. with pharmacist

E revealed he:

*Was the pharmacy manager for inpatients and
assisted the pharmacy director in his absence.
-The pharmacy director was currently on

vacation.

*Confirmed the observed processes above for
both the controlled and non-controlled meds for
wasting and accountability.

*Was not aware of any drug diversion concerns
recently and typically would not have been ‘
involved with them.

*Would have pulled reports when asked to help
with the review, but otherwise, no involvement ,
with that process. i
*Stated:

-"My role is specifically within the pharmacy. If
there is an issue with drug diversion or
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accountability, the unit leaders would handle
that."

-"I do not work directly with the nursing staff, the
unit leaders do that."
-"We have a controlled substance coordinator
and she would take the lead on any changes
there."
-"[Controlled substance coordinator's name] and
the pharmacy director work together on the drug

- diversion issues."
-“I'm not aware of any recent drug security
concerns and usually | don't know. I'm not privy |
[privileged] to that information.”
="l don't know of any process changes for med |
security or recent education on changes." i '
-"We do have a drug diversion investigation |

| response team (DDIRT) and the controlled

| substance coordinator J takes the lead on that."

| -"There have been discussions on treating

| Propofol as a controlled substance, but that's all |
know, so | can't speak to any process changes
specifically for that."
-"Propafol is not considered a high alert or
high-risk med. All meds have the capability of
having a negative outcome if handled
inappropriately. It's not controlled so it's not
monitored as closely."”
*Frequently deferred his answers to check with
the controlled substance coordinator on med
security processes for both the controlled and
non-controlled substances.
*Confirmed that the Pyxis system had an override
capability but should have been used in emergent
cases only.
*Discrepancy audits would have been completed
on a daily basis.

Interview on 7/6/23 at 9:25 a.m. with controlled
substance coordinator J revealed:
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*She confirmed:

-She and the pharmacy director took the lead on
drug diversion reviews for the DDIRT and made
recommendations for any required changes from
those reviews.

-The staff had the capability to override the
system, but in emergent situations only. To her
knowledge that was the only time it was or should
have been used.

-There had been a recent drug diversion
investigation on the intensive care unit.

*She stated:

-"It was a hard diversion to review, he didn't
document administrations, or end times, his
scanning rate was 62% and should have been
95% or greater."

-"We reviewed 29 charts on patients that he
cared for and had orders for Fentanyl or
Propofol.”

-"His documentation was so poor that | had to
have pharmacy help look at drip times to tell
when the bags ended. Then we could see when
he should have started a new bag."

-"The Fentanyl was easier to track because it's a
controlled substance but Propofol isn't and there's
no blind count [required count upon removal of
the med from the system]." w

-"Propofol is not a controlled substance so ‘
technically we don't have to monitor that one

closely."

-"We increased our auditing for staff scanning,

but we were doing that before this happened. [
They should scan the med with administration. i
He was not doing that or documenting

administrations.” \
-"No there was nothing changed or re-education ‘
on med diversion because we just had it in May."

*She was not aware the override capability had ‘
been used by the staff for other purposes than ‘
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emergent situations and should have been.

*The investigation consisted mostly of chart

review versus process review for a potential need

in change with them.

*Staff documentation had been the biggest

concern with that case. .
*There was no documentation from the DDIRT to |
support: |
-They had reviewed internal security and

accountability for both controlled and

non-controlled wasting processes.

-A full investigation had been completed to |

determine a root cause analysis for the diversion.
-What was implemented, reinforced, or changed
with current policies and processes to ensure a
drug diversion of that magnitude would not occur
again.

*The provider had relied upon the mandatory
training on drug diversion to educate the staff vs
taking an active role for that concern.

*She stated:

-"With The Joint Commission we have 45 days to
complete a root cause analysis on our
occurrences."

-"We only looked at the Propofol for diversion
because there was so much taken.”

-"We did get together and did a debrief on this to
see what we could have done better. No, | don't
have documentation to support that."

-"When | was completing the 106 Form [Drug
Enforcement Administration form] was when |
recoghized we probably should be doing more."
*She agreed the incident report that had been
submitted to the SD DOH was 14 days late.
*Surveyor requested the provider's policy on the
process for med destruction and accountability

for non-controlled meds.

Review of the 5/31/23 Drug Enforcement
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Administration (DEA) form 106 revealed:

*It supported:

~There had been an employee theft and when it

was first discovered on 5/31/23.

-There was no documentation to support why the

law enforcement had not been notified.

*The corrective measures the provider had

implemented to prevent future theft or loss had

been:

-"Increased employee monitoring."

-"Provided security training to the staff."

-"Pandemic and Health emergency relaxations

surrounding documentation have recently been

reversed (tightened) on the unit in question.

Additional training for staff and higher !

expectations of documentation are added to

procedural guidelines.”

*The form requested to enter additional remarks

if required. The following documentation from the

provider was added:

-"Description of how theft or loss occurred.”

-"Several bags of propofol and fentanyl had ! [
lacked documentation.”

-There was no description on how their
investigation identified that documentation in the
eMar (electronic medical record) was a
contributing factor for the drug diversion.

Through interviews, process reviews, and
document reviews, there was no evidence that all
those corrective measures documented on the
DEA form 1086 had:

-ldentified areas of concern.

-Been implemented.

-Been changed on any policies, processes, or
guidelines provided to the surveyor for review.
-Required staff education on those new and
implemented process changes.
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Interview on 7/6/23 at 3:10 p.m. with chief
compliance officer C revealed:
*The DDIRT was a committee developed to
specifically review drug diversions and they only
met when a suspected diversion occurred.
*She agreed:
-A full investigation had not been completed to
determine the root cause of the drug diversion
-There were no processes reviewed for possible
change to ensure the removal of the drug
diversion risk had occurred.
-Emails and only chart reviews would not have
been considered a complete and full
investigation.
-There should have been documentation to
support what actions or process changes they
had considered changing and why.
-After the review, the provider was still at risk for
a drug diversion to occur,
*Surveyor again requested the provider's policy
' on the process for med destruction and ;
accountability for non-controlled substances. ?

" Interview on 7/6/23 at 4:45 p.m. with Accreditation | 1
Manager D revealed: |
*Propofol should have been considered a |
high-risk med because it was known to have |
been highly diverted.

-There should have been process changes
reviewed and implemented for the accountability
and security of that med.

*She confirmed:

-The staff who worked in the ED and PICU had
viewed the Propofol and the security of that drug
as nothing to worry about because it was not a
controlled substance.

-With the current waste process for the Propofol
in the large waste containers created the potential
for drug diversion.
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*Surveyor again requested the provider's policy
on the process for med destruction and
accountability for non-controlled substances.

Review of the 12/15/20 director of hospital
pharmacy job description revealed:

“"Directs the procurement, storage and

distribution of pharmaceuticals and the
dissemination of pharmaceutical product
information....."

*'Responsibilities include......evaluating .
department performance and implementing '
appropriate improvement plans; ....... and
addressing complaints and resolving problems."
*'Maintains and recommends enhancements to
department policies and procedures governing all
pharmacy operations and monitors
implementation and compliance with

hospital-wide policies."

Review of the 3/12/18 pharmacy manager job

description revealed:

*Oversees the clinical and distributive pharmacy

services for the pharmacy in accordance with

professional standards, regulatory and licensing |
agency policies, and federal and state laws '
related to the practice of pharmacy."

' *'The manager must utilize effective problem
solving skills as appropriate and accept personal .
responsibility and accountability for the patient's
and department's outcomes.”

*'Responsibilities include....evaluating ‘

department performance and implementing

appropriate improvement plans;.....and

addressing complaints and resolving problems." l
|
|

Review of the provider's August 2021 Medication
Administration policy revealed:
*"Medication administration is documented after
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the medication is administered."

*"High alert medications are medications involved
in a high percentage of errors and/or sentinel
events as well as medications that carry a higher
risk for abuse or other adverse outcomes."
*There was no documentation to support the
process for wasting both controlled and
non-controlled medications in vials, IV bags, IV
tubing, and syringes.

Review of the provider's June 2021 Monitoring i
Controlled Substance Utilization and
Documentation policy revealed: |
*"To ensure the safe and appropriate utilization of \
controlled substances while describing the
standardized review process for proactive and
retroactive review that may identify potential drug
diversion ar unaccounted for controlled
substances within the organization."
*"Each Avera facility should have a Drug
Diversion Investigation Response Team (DDIRT)
in place to evaluate any suspected drug
diversion."
-There was no documentation to support a
process was in place for the DDIRT to follow .
when investigating a suspected drug diversion. '
*Escalation: .
-"Department of Criminal Investigation or local | '
law enforcement will be contacted ........ - ‘
-"The following reports shall be filed by the |
pharmacist-in-charge or other designated [
pharmacy leader within 24 hours, or as soon as
possible in accordance with federal and state
laws and guidelines.
--a. Reporting to Licensing Board.
--b. Reporting to Board of Health [SD DOH].
--c. Notification to the DEA."

Review of the provider's December 2023 Pyxis ‘
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administered OR

4:00 p.m.

ES [Enterprise Server] policy revealed:

*'Medication orders not on profile may be
removed by override by the nurse during certain
circumstances. The use of the override function
will be guided by the condition of the patient.
Appropriate use of the override function is defined

-The physician is present at the time the drug is

-The condition of the patient is such that the
patient would be harmed by waiting for review of
the medication (urgent situation).”

*'The pharmacy is responsible for review of
medications removed by override. Variances in
the use of override will be documented and
reviewed with nursing leadership."

-There was no documentation to support how
often the pharmacy completed these reviews.

A policy and procedure for the medication waste
and destruction process for non-controlled
substances was not provider to the survey team
by the time of exit from the facility on 7/13/23 at
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Compliance/Noncompliance Statement

A complaint health licensure survey for
compliance with Administrative Rules of South
Dakota, Article 44:75, Hospital, Specialized
Hospital, and Critical Access Hospital Facilities,
was conducted from 7/5/23 through 7/6/23 and on
7/13/23. Areas surveyed included patient rights,
pharmaceutical services, and nursing services.
Avera McKennan Hospital & University Health
Center was found not in compliance with the
following requirement: $253.

44:75:01:07 Reports

Each facility shall fax, email, or mail to the
department the pertinent data necessary to
comply with the requirements of all applicable
administrative rules and statutes,

Any incident or event where there is reasonable
cause to suspect abuse or neglect of any patient
by any person shall be reported within 24 hours of
becoming informed of the alleged incident or
event. The facility shall report each incident or
event orally or in writing to the state's attorney of
the county in which the facility is located, to the
Department of Social Services, or to a law
enforcement officer. The facility shall report each
incident or event to the department within 24
hours, and conduct a subsequent internal
investigation and provide a written report of the
results to the department within five working days
after the event.

Each facility shall report to the department within
48 hours of the event any death resulting from
other than natural causes originating on facility
property such as accidents or suicide patient. The
facility shall conduct a subsequent internal
investigation and provide a written report of the
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| after the event.

| event.

{ for more than 24 hours.

unsafe water samples for pools or spas.

| met as evidenced by:

' results to the department within five working days

Each facility shall report a missing patient to the
department within 48 hours. The facility shall
conduct a subsequent internal investigation and
' provide a written report of the results to the

\ department within five working days after the

l Each facility shall also report to the department

| as soon as possible any fire with damage or

| where injury or death occurs; any partial or

I complete evacuation of the facility resulting from

| natural disaster; or any loss of utilities, such as

l electricity, natural gas, telephone, emergency
generator, fire alarm, sprinklers, and other critical
eqguipment necessary for operation of the facility

| Each facility shall notify the department of any
anticipated closure or discontinuation of service
at least 30 days in advance of the effective date.

Each facility shall report to the department any

This Administrative Rule of South Dakota is not

Based on review of the South Dakota Department
of Health (SD DOH) complaint intake information
and interview, the provider failed to ensure a
repert was submitted to the SD DOH following the
misappropriation of use for both controlled and
non-controlled medications by one of one
registered nurse (RN) (A). Findings include:

| 1. Review of the provider's 6/14/23 final incident
report investigation submitted to the SD DOH on
suspicion of misappropriation of meds by RN A

S 115
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Can be reported through variely of methods
for both controlled and non-controlled meds : Is?dlifvedualm ;,uspic?on of colleague/co-worker ’
. Self-reporting
revealed: 3 ér’]lonyr?tom_ls?epgn o or "
. " Changes in work quality or frequency noled by others
*The report was submitted to the SD DOH 14 5 Data nomalies talacted byn?;u!ar a2 reviow o noled through
days after the identification and suspicion of the 4 T ‘
drug diversion had occurred on 5/31/23. Once reparted lo any member of the Quality/Risk or Pharmacy teams,
-An initial report should have been submitted to the ChairiModerator of the DDIRT team is nofified
the SD DOH within 24 hours of the identification - Crekboderator confes with spproprist eadertip (10 wmiobon
¢ . HR, y Situald
ici i i and schedules initial meeting of the commiltee as indicaled.
of the suspicion of drug dl\{ersmn. . Invitees include the availatg}g members of the core DDIRT leam as
*He had been employed wit he facility since identified in policy plus additional personnclleaders as necessary
2 ploy Gl ty to initiate an investigalion
/ : '
9/6/20 Al first meeting, (he DDIRT team revievss initial informalicn and
= ot
A co-worker had brought forward a report determines specific review and investigation to occur. Minutes are
. " . R . kept at all meetings and are maintained separately [rom case file
suspecting him of diverting (stealing) drugs. specific informalion Subsecent investigative work and meelings |
. s . ar asn |
*An investigation was opened on RN A for a aeor’ég‘ﬁg%um ananfﬁa?‘m of e Drug Diversion Team 1
. 2 : 3 b i
possible drug diversion. R i vl esparicace
* - - This person will initiate the DDIRT meeting after becoming aware
RN A: of an issua!susricinn,
-Required disciplinary action and he was e ey e wil prece s DOH |
terminated on 5/31/23 for reasonable suspicion of ODIRT mestig . J
i i - e be an a for each meelil
drug diversion that occurred from 2/4/23 through e toot lor sae s [
4/24/23 o This will include the case number
=" . . The case information will be stored oulside of the minutes in 2
-Admitted to poor and sloppy documentation, but Case Folder ; ’
: N 3 o To include all documents cf the inveshigalion
had not admitted to dlvemng any drugs. - if team concludes a full investigation is needed
3 . AR 4 i ¢ o DOIRT leam to do Internal investigation lo conclude there
Through the provider's investigation the following isle |||mal'ﬁlsgspiciun of cannot be ruled ot - Appropriate
list of meds had been unaccounted for:  Pharmacy contact DEA
-Fentanyl (pain medication) 4 bags. There was no e hoamant coniacls OCT - "
documentation to support the dosage of the med o e Bk 0 falive Tarmal DOH report rom
nor the milliliters (mi) in the bags. suspition o subiled
M i i Proactive monitoring - Pharmacy Technalogy Team
PI’OpOfOi. {anesthetlc used for Sedatlon) ‘_12 - Review for any sig%incam ﬂisgepancies%%ydala anomalies Daly, M-F
bottles [vials]. There was no documentation to - Disg;%panny and documentation review with inpatient nursing leaders
support the size and amount of medication that “glatflnlﬁfé‘.hem. currenty, with a diversion manitaring/detection tool
was in those vials. i li,i]mnrweme;'llsi‘upg;'adat_'::ue I‘r;‘ eacr'[y 2024 o ‘
. — ; - If Discre; s unable lo be resclved or o i
*Through the investigation, we do not believe menggﬁ??gp%;a": o Control ;;‘ubslance: %’;.:.E'ﬁﬁ%m. Crarof
any patients were harmed as a result of this e R MY
employees activiies.” D e e S "
-There was no documentation to support how the Commitiee quarterly on going
investigation had been completed to support no R;sgig?‘a]lu(;arémlled Substance Commilles {
harm to the patients had occurred. _DDIRT agenda and minules to become a consent agenda item
¥ B - DDIRT action/correction items to be discussed al meeling
The abuse/neglect allegation for RN A was not - Audil reports, discrepancies, as well as diversion invesligations
substantiated since he had not admitted to the
diversion of those meds. L
*The action taken by the provider to ensure a
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drug diversion of that magnitude would not occur
again was to terminate RN A.

*There was no documentation to support the
following:

-Facility procedures and processes for drug
security had been reviewed or revised to ensure
the diversion of meds would not occur again.
-Personnel education or re-education on the
current or revised policies for med security had
been completed.

| Interview on 7/6/23 at 8:25 a.m. with controlled
substance coordinator J revealed:

*She confirmed There had been a recent drug
diversion investigation on the intensive care unit.
*Staff documentation had been the biggest

. concern with that case.

*She stated: "With The Joint Commission we
have 45 days to complete a root cause analysis
| on our occurrences but for the DOH it is much
sooner."

‘ *She agreed:

-The incident report that had been submitted to
the SD DOH was 14 days late.

| ~The provider should have submitted an initial
report to the SD DOH within 24 hours of the initial

i notification regarding a potential drug diversion.

|

S 253|‘ 44:75:06:04 Patient Care Plans and Programs
|

The facility shall provide nursing services that

provide safe and effective care from the day of

i admission through the ongoing development and

| implementation of written care plans for each

| patient. The care plan shall address medical,
physical, mental, and emotional needs of the
patient. The facility shall establish and implement
procedures for assessment and management of

symptoms including pain.

S115 Edlucation for Ihis process as loliows:
Completed in person lo leaders
Education provided to stafl online afler leaders education.
New stalf receive educalion in arientation as well as a module
online to complete.
Leaders of each area canfirm that emplo¥eas have completed
\ educalion after their orientation is done. The educalion is included in

| staff arientalion education

S$253

82223

STATE FCRM

e XEEDN

If continuation sheet 4 of 11



South Dakota Department of Health

PRINTED: 07/25/2023
FORM APPROVED

STATEMENT OF DEFICIENCIES (X1) PROVIDER/SUPPLIER/CLIA
AND PLAN OF CORRECTION IDENTIFICATION MUMBER:
10663 S

(X2) MULTIPLE CONSTRUCTION (X3) DATE SURV&Y
A, BUILDING: COMPLETEDR

C
BAWHNG.__ 07/13/2023

NAME OF PROVIDER OR SUPPLIER

AVERA MCKENNAN HOSPITAL & UNIVERSITY HEALT

STREET ADDRESS, CITY. STATE, ZIP CODE
1325 S CLIFF AVENUE POST OFFICE BOX 5045

SIOUX FALLS, SD 57117

(X4) 1D ' SUMMARY STATEMENT OF DEFICIENCIES D ‘ PROVIDER'S PLAN OF CORRECTION (%5)
PREFIX (EACH DEFICIENCY MUST BE PRECEDED BY FULL PREFIX (EACH CORRECTIVE ACTION SHOULD BE COMPLETE
TAG REGULATORY OR LSC IDENTIFYING INFORMATION) TAG CROSS-REFERENCED TO THE APPROPRIATE DATE
DEFIGIENCY)
. 1. Unil Leader or designee will review pts with pressure Icers on Da 1(E! 2223
S 253| Continued From page 4 5253 Lt st for 90 days, ending 1. A3 AL that ime we it
reassess
- Educalion was provided lo Resource nurses by nursing leaders in
apl_ :mﬁ]l._ ldlails:j line uga and face l;? fa::al ﬁm'% 10[{!‘{1‘33' ﬁrg:’ shir:j A ‘
i ini H i - e Unil leader or signee will use the VWoul lashboard 10
This Administrative Rule of South Dakota is not |d51;_1']jfy al gglien‘tjsl\-:::hgplﬁssure ullcsrs en eunt o iaced
i . - The dashboard link will be emailed lo nit leadership and place
met as BV!dEHCEd by & asa srllloﬂcrl.dun Iheir desklop 4 i
i i i i - Audits wiill include
Ba§ed 0?‘ FeCDFqJeVIE\IJ;I, interview, and pO“Cy ; gsmi'sjslonﬂ'ransrer skin nl?elckdcg":gpleleﬁ\!‘fesn-m ‘
' in Documentation completes Yes/No
:EVIIEW‘ the provider failed t_D ensurg. 3. Is there a Wound ConsullpOrder Yes/No d
Skin assessments at the time of discharge were 4. I'WOC Consull, WOC order Yes/No -

| 5. If WOC order, are orders done Yes/No I

documented for two of two closed sampled 6. Is patient being discharged loday Yes/No !

& " & 7 If Yes, does discharge packel include skin information and
patient records (2 and 3) who had alteration in . l‘realn;gnl Yeso U — i

st 4 . < tin L tion it Le i ifi
skin integrity on their heels. a}’é j&,:,:{,‘;pl.;:;a ;" :’ es ne !" f: eah Sl mET “Emsl
. - Education to include the Skin polic: orithm
*A referral had been made for wound consultation 3! ‘lhmjli(l' Cun}%iagleISpr:Tdsheetllc; be c?:'»mp?eqed by Unit Leader for
" racking of daily/nightly completion

| for one of two closed sampled patient records (2) g ﬁelcnn Iayarc?rre%legr 1c:1be dnnei by Uiml AVF’F lo v:ﬁle‘:&%mplelion ‘

| i e ¥ 3 ] " Ifitems are nol completed, correclion plan in place
with altered skin integrity on her bilateral heels. 6. Monthly reparted ou?lo the Skin Wourfd AslsegsmenlyTeam by each
Findings include‘ ggn:{:u unit leader every month, This process will conlinue for lhe nexl |

" ays
e Quar;’arl - Action plan and Dala summary o be reparied to the
. . , i Avera McKennan Quality Commillee for approval and further
1. Review of patient 3's medical record revealed: direclion — !
. ; N 8. New Nurse orientation education will be completed by the Quality, |
She was admitted on 12/30/22 and discharged Fggtb:{}:gnfiemce Director, along with a module in the nesw hira i
on 1/10/23. 9. Education is then tracked by the leader of ihe unit with requirad
*Her admitting diagnoses were diabetes mellitus gl st e G SO SN AR [
5 X ! |
acute pyelonephritis, severe dehydration, acute
kidney injury, sepsis, and a urinary tract infection. |
Review of the nursing care assessment notes of

| patient 3's left heel ulcer revealed:

*On 12/29/22 at 3:21 p.m. and at 9:30 p.m., the !
area was described as: '
“Wound bed appearance was open, red,

blanchable, and moist.

There was a scant amount of bright red drainage

with no odor.

_The dressing included an abdominal dressing

pad, Kerlix, and was changed at the above times.

‘ Review of the nursing care assessment notes \
regarding patient 3's left heel ulcer revealed: {
*On 12/30/23 at 8:35 a.m..

Wound bed area was not observable due to
dressing.
-Surrounding tissue status was pink, cool, and
scaly.
-Wound drainage amount was none.
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“Wound dressing/closure was foam.

“Wound dressing/closure/packing documentation
was "changed by Wound RN [registered nurse]
12/30 --mepilex placed by wound RN."

Review of patient 3's nursing care assessment
notes regarding the left heel ulcer revealed:

*On 12/30/22 at 8:00 p.m.; 12/31/22 at 8:36 am.,
12/31/22 at 8:00 p.m.; 1/1/23 at 8:00 a.m. and
8:00 p.m.; 1/2/23 at 8:05 a.m. and 1/2/23 at 8:00
p.m.; 1/3/23 at 10:19 a.m. and 1/3/23 at 8:55 p.m.
the wound was not observable, a Mepilex
dressing was on, dry, and intact.

| *On 1/4/23 at 8:00 a.m. and on 1/4/23 at 8:00

| P

_The wound bed was open, pink, and red.

~There was no drainage and the Mepilex was
changed.

*On 1/5/23 at 9:14 a.m.; 1/6/23 at 8:00 a.m., and
1/6/23 at 9:25 p.m.:

| -The wound bed appearance was open, pink, and
red.

-Surrounding tissue was normal for race, intact,
and pink.

_There was no odor and the Mepilex dressing
was changed.

Interview and review of patient 3's medical record
on 7/6/23 at 8:15 a.m. and again at 10:00 a.m.
with quality director P confirmed:

*On 1/6/23 at 9:25 p.m. was the last documented
assessment in patient 3's medical record.

*On 1/7/23 no documentation was found on the
heel ulcer.

-On 1/8/23 at 8:21 p.m. the heel ulcer was not
observable due to dressing, surrounding tissue
was normal for race, intact, and pink.

--A Mepilex dressing was in place.

_On 1/9/23 at 7:55 a.m. and 7:57 p.m. the heel
ulcer was not observable due to dressing,
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| surrounding tissue status was normal for race,
intact, and pink,
--Mepilex dressing dry and intact,
*On 1/10/23 (day of discharge) at 8:33 a.m. the |
heel ulcer was not observable due to dressing,
surrounding tissue status was normal for race,
| intact, and pink.

-No further nursing documentation for the left
heel ulcer was noted on the care assessment
form.
*The wound care nurse on 12/30/22 and on
1/5/23 had assessed her left heel and described it
as a skin tear that:
-Was open, red, and moist.
-Measured 1.0 centimeters (cm) in length, width
1.5 cm, depth 1.50 cm, and with scant drainage.
-Optifoam was applied and should have been
changed every three days.
*She was not sure why nursing and the physician
| had described the area as a heel ulcer.
*The 1/10/23 discharge instructions had not ‘
mentioned a heel ulcer or care instructions for the ‘
heel ulcer. 1

Interview and record review on 7/6/23 at 3:46 ‘
p.m. with director of medical support K confirmed:

*The dressing should have been changed on ‘
118/23.

*There was no documented dressing change for |
that day.

*The area had been documented as not observed
due to dressing.

*There was no documented assessment of the
wound prior to discharge.

Interview and review of patient 3's medical record
on 7/6/23 at 9:15 a.m. with wound care nurse Z
regarding patient 3's wound care assessments
revealed:

*She had identified the left heel wound as a skin
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tear, she was not sure why staff had documented
a left heel ulcer.

*Her assessment on 12/30/22 revealed:

-A skin tear on the left heel that was present on
admission.

-The wound appearance was pink, red, and
maist.

-The surrounding tissue was intact and pink.
-The area was open to air.

*Her assessment on 1/5/23 revealed:

-A skin tear on the left heel that was present on

admission.

“Wound appearance open, red, and moist.

‘ Wound length 0.5 cm, width 1.0 cm, area 1.50
cm.

| -Surrounding tissue appearance was intact and

1 pink.

| ‘Wound drainage was scant without odor.

-Saline was used to cleanse the wound.

-The wound dressing was changed.

_The wound measured smaller and continued

plan of care.

*The wound care nurses completed wound

measurements for consistency and accuracy.

*The patient was seen weekly.

*The dressing was changed every three days.

2. Review of patient 2's medical record revealed
she:

“Was admitted on 12/21/22 for an unresponsive
episode.

*She was discharged on 12/28/22.

*Diagnoses included but not limited to diabetes
mellitus, atrial fibrillation, and a stage Il sacral
ulcer.

Review of the 12/21/22 initial nursing
" wound/fincision assessment documentation
revealed:

S253

STATE FORM

s XEEDM

If continuation sheet 8 of 11




PRINTED: 07/25/2023

FORM APPROVED
South Dakota Department of Health ; b
STATEMENT OF DEFICIENCIES (X1) PROVIDER/SUPPLIER/CLIA (X2) MULTIPLE CONSTRUCTION (X3) DATE SURVEY
AND PLAN OF CORRECTION IDENTIFICATION NUMBER: COMPLETED
A. BUILDING:
c
10563 S b, WING 07/13/12023
MAME OF PROVIDER OR SUPPLIER STREET ADDRESS, CITY. STATE, ZIP CODE
1325 S CLIFF AVENUE POST OFFICE BOX 5045
AVERA MCKENNAN HOSPITAL & UNIVERSITY HEALT
SIOUX FALLS, SD 57117
(X4) ID SUMMARY STATEMENT OF DEFICIENCIES D PROVIDER'S PLAN OF CORRECTION (x5)
PREFIX (EACH DEFICIENCY MUST BE PRECEDED BY FULL PREFIX (EACH CORRECTIVE ACTION SHOULD BE | COMPLETE

TAG REGULATORY OR LSC IDENTIFYING INFORMATION) TAG CROSS-REFERENCED TO THE APPROPRIATE | DATE
DEFICIENCY) l

$253| Continued From page 8 S 253 )

*She had bilateral heel inflammation that was
present on admission.
*The heels were described as:
-Wound bed appearance was dark red,
non-blanchable, and boggy.
-The surrounding tissue status was pink and
boggy.
-No drainage or odor.
-Areas were open to air.

Review of the wound care nurse progress notes
dated 12/22/22 and 12/28/22 revealed there was
no assessment documented for patient 2's heels.

Review of the nursing documentation for 12/28/22
| revealed there was no assessment or description
of the patient's heels at the time of discharge.

Review of the physician's 12/21/22 History and
Physical report and the 12/28/22 Discharge

i Summary report revealed neither documents:
*Assessed or described the condition of patient
2's heels.

*Listed the heels as a problem area.

Interview and review on 7/6/23 at 4:46 p.m. of
patient 2's physician orders from 12/21/22 to
12/28/22 with director of medical support K
confirmed:

*There was no physician order for the wound care
nurse to conduct an assessment.

*Nursing staff should have followed the wound
algorithm to assist with making a referral to the
wound care nurse.

*The algorithm indicated upon admission if the
skin assessment revealed open areas, reddened
and/or non-blanching areas then a wound care
consult should have occurred.

Interview and review on 7/13/23 at 1:35 p.m. of
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patient 2's medical record with director of wound
care AA and wound care nurse BB revealed:
- *Bedside nurses were responsible for
documenting the patient's skin condition.
| *The condition of the heels during her stay was |
described as red, boggy, and non-blanchable.
*They were not involved with the care, had not
been consulted, and their involvement was at the
nurse's discretion for that patient, as the heels
had no open area.
*The skin assessment policy and algorithm were
for reddened and non-blanchable areas over
bony prominences and would not apply here.
-That was not clearly identified in either
document.

3. Interview on 7/13/23 at 12:45 p.m. with
registered nurse CC regarding nursing skin
assessments revealed:

*Upon admission two nurses performed a
head-to-toe nursing assessment.

| *Skin concerns were documented on the
wound/incision form.

*There was no process for a head-to-toe
assessment of the skin at the time of discharge.
*It was the nurse's responsibility to document skin
condition at the time of discharge.

*Majority of the patients went to another unit as
they improved. At that time, two nurses on the

| receiving unit went through the same head-to-toe
nursing assessment and documented the {
patient's skin condition.

. Interview on 7/13/23 at 1:00 p.m. with supervisor
DD revealed:

*Staff conducted wound assessments every four
hours.

*It was not included in the discharge process to
assess wounds.

*For non-blanching skin areas a wound consult
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would have been ordered.

4. Review of the August 2021 Skin Assessment
and Care --Inpatient Acute Hospital, AMcK (Avera
McKennan) specific info policy revealed:

*The wound care nurse and/or the provider
should have been notified if any of the following
skin conditions were identified:

-Open skin areas.

-Reddened and non-blanchable areas.

-Any skin impairment under a medical device.
-Any worsening of previously identified skin
issues.

*The policy addressed care of skin tears,
contained an air mattress algorithm, and a wound
consult algorithm.

*|t described deep tissue injury as non-blanching
areas on the specialty bed air mattress ordering
algorithm.

Review of the May 2023 Skin Assessment and
Care policy revealed:

| *"Purpose: To provide guidelines and direction for
healthcare professionals in assessing and
providing care and intervention to patients with
skin issues and to prevent the development of
skin issues."

"4, Documentation” included skin risk
assessment intervention, skin issues in the
wound/incision intervention, and communication
regarding skin integrity issues with the provider or
wound care nurse."
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A 000 | INITIAL COMMENTS A 000

i A re-visit survey (SD00002014 and SD00002016)
was conducted on 09/05/23, the facility was found
in compliance with 42 CFR 482.25 -
Pharmaceutical Services; subsequiently a
complaint survey (SD00002048) was conduicted
on 09/07/23 and it was determined that the facility
demonstrated continued non-compliance with the
condition 42 CFR 482.13 - Palient Rights.

A 115 | PATIENT RIGHTS A 115 Tag A 115 10/2/2023
CFR(s): 482.13 ; . : ;
(s) The Chief Nursing Officer is responsible for
A hospital must protect and promote each implementing the plan of correction and
patient's rights. for overall and on-going compliance. The

This CONDITION is not met as evidenced by: Chlef_ NUBINY BfcErF(BRYhelD a
Based on a review of the South Dakota meeting on September 11, 2023 including

Department of Health (SDDOH) complaint intale nurse managers, Senior Director - Medical
information, plan of correction (POC) review from Support Services, Quality Director, Quality

the 7/13/23 complaint survey, interview, record A - - )
review, and policy review, the provider failed to Initiatives Director and Risk Manager to

complete a full investigation on a grievance review the findings and provide direction
submitted by one of one sampled patient (1) who for an effective plan of correction as
felt "violated" while receiving assistance from one follows:

of one personal care technician (PCT) (A).
Findings include:

On September 13, 2023, a "Reporting
| This failure has the potential to cause harm to Suspected Abuse Checklist" was drafted to
other patients since a full investigation to ensure provide guidance and direction for Nurse

all patients were safe and free from harm was not

conducted. Leaders and Resource Registered Nurses
(RRN). This checklist will be initiated

1. Review of the provider's 9/5/23 final incident immediately following any reported abuse.

report investigation submitted to the SDDOH Goriteritis g follbivs:

revealed: A :

*The date of the event occurred on 9/4/23 at 1) Complete before end of shift - date

10:30 p.m. between patient 1 and PCT A. and time of incident, when staff made

*On 9/5/23 at 7:00 a.m. registered nurse (RN) B aware, when RRN notifled, confirm -

. L
lABORATORYWR’ OR/PROVIDE]| 6PUER REPRESENTATIVE'S SIGNATURE TITLE (X6) DATE
0y Z ) - A : vy, ( - c1o
/}% fresident v 10 O U,{)‘lfkj_.(') 5

Any dell ;( {rstalemeni epdi an@nh an asterisk (*) jnslilulion may be excused from correcting providing It Is determined thal

other safdguards pmvu suﬂ‘c[e {p cli TF! m E': ES instrugtiony. apt for nursing hornes, lhe findings slaled above are disclosable 90 cdays

foliowing the date ofSurvey whe ot _p} ( |ng homes, the above findings and plans of correction are dlisclosable 14

days following Ihe date Ihese to e made available to the [acilily. | clldﬂt;u "lcles are cited, an approved plan of carrection is requisile lo conlinuecd

program parlicipation. r 1 L )
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