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As soon as deficiency noted regarding failure to notify /232014
F 157 | 483.10(b)(11) NOTIFY OF CHANGES F 157 identified resident's guardian of change in resident’s

condition and order for antibictic therapy (resident's MOST
indicated "Determine use of limitation of antibiotics when
infection occurs), resident’s guardian/brother was cantacted

ss=D | (INJURY/DECLINE/ROCM, ETC)

A facility must immediately inform the resident; and change in condition and treatment provided discussed.

consult with the resident's physician; and if Call documented in resident's chart.

known, notify the resident's legal representative

or an interested family member when there is an On all charts with MOST forms, the MOST Form and 22112014
accident involving the resident which results in Physician Orders (written after January 1, 2014) will be

injury and has the potential for requiring physician reviewed by Nursing Staff for evidence that orders written

for a change in residents medical status have comelating
documentation of nofification of legal representative. If
Physician orders for medical change are noted without
documentation of nofifying legal representative, the
Physician will provide immediate follow up.

intervention; a significant change in the resident’s
physical, mental, or psychosocial status {i.e., a
deterioration in health, mental, or psychosocial
status in either life threatening conditions or
clinical complications); a need to alter treatment

significantly (i.e., a need to discontinue an New policy (MED048) written “Notification of Changesin ~ 2/21/2014
existing form of treatment due to adverse Resident Medical Status” which outlines a systematic
conseguences, of to commence a new form of orocess to prevent recurrence of deficient practice, to inform
treatment); or a decision to transfer or discharge fhe resident’s legal representative when there is:

the resident from the facility as specified in * An incident/accident resulting in injury _

§483.12(a). * Acute illness or significant change in resident's physical,

mental, or psychosocial status
*A need to alter treatmant significantly

The facility must also promptly notify the resident *A decisicn fo transfer or to discharge the resident

and, if known, the resident's legal representative *A situation/condition in which the resident/family/legal
or interested family member when there is a representative has requested notification or

change in room or rcommate assignment as “When it is necessary to discuss scope of treatment with
specified in §483.15(e)(2); or a change in the resident's legal representative

resident rights under Federal or State law or Procedure:

regulations as specified in paragraph (b)}(1) of A, Notifications to legal representatives/family

this section. members/significant others shall be made in

accordance with confidentiality rules and regulations
governing state owned and operated faciiities and
directives of the compstent resident, family, legal
representative regarding nofifications.

The facility must record and periodically update
the address and phone number of the resident's

legal representative or interested family member. B. Notification of legal representative should be
documented in the medical record by the health care
professional providing the information.
This REQUIREMENT is not met as evidenced C. Discussion of genarat medical conditions, gradual
by: decline or routine review of scope of freatment
Based on staff, family member, nurse should accur through the care planning process and
practitioner and medical director interviews, and be reviewed with the legal representative through the

record review, the facility failed to notify a family roufine care plan process.

LABORAT! OR PROVIDER/SUPPLIER REPRESENTATIVE'S SIGNATURE TiTLE {X8) DATE
Mt C——, . @f 4
< Fzcilido) 1 i - 21|

Anydeficiericy statement ending with an as@ {*) denotes a deficiency which the institution may be excused from correcting p{-ovidi iGa determine%

other safegﬁa;ds provide sufficient protectipn tgfthe patients . (See instructions.} Except for nursing homes, the findings stated abo a
following the date of survey whether or not n of correction is provided. For nursing hemes, the above findings and plans of corfgelion ‘are disclosable 14 ﬁ;—
days following the date these documents are made available to the facility. I deficiencies are cited, an approved plan of correctiod Bprequisite to continued

program participation. o FEB 71 703k
D
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D.  Changes in resident's medical stafus which has direct
. and immediate implications for scope of {reatment
F 157 | Continued From page 1 F 157 {MOST/DNR) wil be communicated by the

member of a significant change in condition
which required antibiotic therapy for 1 of 3
sampled residents with a significant change in
condition (Resident #36).

The findings included:

Resident #36 was admitted to the facility on
10/08/12 with diagnoses which included profound
intellectual disability.

Review of Resident #36's Medical Crders for
Scope of Treatment form dated 04/01/13
revealed the use or limitation of antibiotics would
be determined when an infection occurred. This
form was signed by Resident #36's family
member who was also the Resident's legal
guardian.

physician/physician extender.

E.  During regular business hours itis the
Physician/Physician Extendar’s responsibility fo advise|
the legal representative of a significant medical
change. Medical interventions after hours or transfers
to the hospital wif be communicated and documented
by the nurse with any needed fellow-up by the
Physician/Physician Extender as needed.

F.  Efforts should be made to reach the legat
representative as soon as practical when there is any
change In medical status of a nature which falls under
the purview of this policy. The expectation is that this
would occur within the 8-hour shiff in which medical
changes occur. if medical staff is unable o contact
the legal representative this will be communicated to
the social worker on the unit whe will continue to
attempt fo contact legal representafive as outlined in
ADM 68.

Policy reviewed and approved in Medical Mesfing

211012014, BMNTC Physicians Dr. Jolley and Dr. Moomaw, 2/12/2014
Review of Resident #36's quarterly Minimum & Cathy Rankina, DON present at meeting. Dr. Jolley met
Data Set dated 10/24/13 revealed an assessment ith and reviewed new “Notification Policy” with Susan
of severely impaired decision making ability with a Fasar, PE, upon her return fo work. Executive Committee
life expectancy of less than 6 months. 0 approve policy on 2/12/2014 and DON to inservice al}
Nursing Staff..
Review of a nursing note dated 01/07/14 revealed - - - -
Resident #36's temperature was 102 degrees Policy revision for addmpnal plarlﬁcatlon of staff _

o \ \ - responsible related to notification of fegal representative 2212014
Fahrenheit with agitated behavior. The physician when a resident has significant medical change. Revision
received notification. approved by Executive Committee on 2/21/2014,

Revisicns inserviced fo all physicians and nurses.
Review of telephone physician's orders dated
01/07/14 at 8:00 PM revealed direction to Medical Directoridesignee and DON/designee will attend  hj142014

adminisier Levaquin (anfibiotic) 750 milligrams
{mg.) for one dose and obtain a chest x-ray.

Review of Nurse Practitioner's orders dated
01/09/14 revealed direction o administer
Levaquin 500 mg. daily for 7 days for possible
pneumonia.

FQuality Events Report Meeting” every weekday marning at
8:30 for the next 12 months along with Facility Directer,
Assistant Director, Program Director and Quality Assurance
Diractor to review and discuss changes in resident's
physical, mental or psychosocial status, scope of treatment
nd how communication with resident's legal representafive
ccurred. Changes that occur on a weekend or holiday will
‘be reviewed and discussed as above on the next business

pay.
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he did not know if he would have agreed to
antibiotic therapy but wanted to be informed and
consulted when Resident #36 became ill.

Interview with Nurse #1 on 01/23/14 at 11:29 AM
revealed the physician or nurse practitioner would
notify family members when a resident condition
changed. Nurse #1 did nof know if Resident
#36's family member received notification of the
possible pneumonia and antibiotic therapy.

Interview with the Nurse Practitioner (NP} on
01/23/14 at 12:34 PM revealed she did not notify
Resident #36's family member. The NP
explained she was not in the facility at the time
the significant change or orders for treatment
occurred.

Interview with the acting Director of Nursing on
01/23/14 at 1:35 PM revealed Resident #36's
family member should receive notification of the
significant change in condition but did not know
who was responsible for the nofification.

Interview with the Quality Assurance (QA)
Director on 01/23/14 at 1:48 PM revealed the
medical staff notified family members and legal
representatives when a significant change
occurred. The QA Director explained there was
no written policy which designated responsibility
of notification.

Inferview with the Medical Director on 01/23/14 at

objective will be initialed io assure that resident/legal
representative will be contacted 100% of the time to
discuss changes to resident status and treatment as
applicable. Review of objective will occur at feast quarterly
with QAPI Team in Execufive Commitiee for 1 year and
then reevaluated.

X4 1D SUMMARY STATEMENT OF DEFICIENGIES D PROVIDER'S PLAN OF CORRECTION {EAGH 5)
PREFIX {EAGH DEFICIENCY MUST BE PRECEDED BY FULL PREFIX CORRECTIVE ACTION SHOULD BE CROSS- COMPLETION
TAG REGULATORY OR LSC IDENTIFYING INFORMATION} TAG REFERENCED TO THE APPROPRIATE DATE
EFICIENCY)
F 157 | Continued Ero 2 Medical Director.’designge and DON/designee will perform 442014
. m Fage . . . ) F 157 routine weekly chart audits for the next 12 months to
Telephone interview with Resident #36's family identify if documentation is present reflecting
member and legal guardian on 01/23/14 at 10:56 communication with legal representative about significant
AM revealed the facility did not notify him of change in resident status and scope of treatment.
Resident#36's possible pneumenia and order for
antibiotic therapy. The family member reported A Quality Assurance Performance Improvement (QAPI} bH4/2014
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F 157 | Continued From page 3 F 157
2:03 PM revealed the facility's medical staff
notified family members of significant changes
unless the change cccurred after work hours or
on weekends. The Medical Director reported
Resident #36's family member should have
received notification of the condition change and
order for antibiotics.
F 431 | 483.60(b), (d), (¢) DRUG RECORDS, F 431 [Once identified, the two inaccurately filled Lacosamide
ss=p | LABEL/STORE DRUGS & BIOLOGICALS Vimpat) oral syringes were removed from theR? floor stockiy m9j9014

The facility must employ or obtain the services of
a licensed pharmacist who establishes a system
of records of receipt and disposition of all
controlled drugs in sufficient detail to enable an
accurate reconciliation; and determines that drug
records are in order and that an account of all
conirolled drugs is maintained and periodically
reconciled.

Drugs and biologicals used in the facility must be
labeled in accordance with currently accepted
professional principtes, and include the
appropriate accessory and cautionary
instructions, and the expiration date when
applicable.

In accordance with State and Federal laws, the
facility must store all drugs and biclogicals in
locked compartments under proper temperature
controls, and permit only authorized personnel to
have access fo the keys.

The facility must provide separately locked,
permanently affixed compariments for storage of
controlled drugs listed in Schedule It of the
Comprehensive Drug Abuse Prevention and
Control Act of 1976 and other drugs subject to
abuse, except when the facility uses single unit

and replaced with accurately filled syringes.

Once the initial error was identified, all remaining pre-filled
Lacosamide syringes in the R1 fleor stock were inspacied
[for accuracy. No other errors were found. No other Unit
currently uses this product.

To ensure that the deficient practice doas not reoccur,

Pharmacy Services will implement the following corrective

measures:

G)  All manually filled control syringes of will be
inspected by a second Pharmacy staff member
to ensure accuracy prior 1o being labeled.

H}  After this second inspeciior, the syringes will be
praperly iabeled with both the volume and
strength dispensed.

I} Oncelabeled, a famper-resistant seal will be
placed on each syzinge.

J} A compounding log recard, containing both the
initials of the staff member who filled the
syringes and who inspected the syringes will be
kept for inspection.

K)  Upon requisition, the Pharmacy will deliver to
the Unit Nurse. With his/her signature on the
Control Substance sign-out sheet, the Nurse
verifies that the cofrect quantity has been
delivered, that each pre-filled syringes is
accurately fillad as labeled, and that every
tamper-resistant seal is intact.

1/22/2014

2/14/2014

2114{2014

2114/2014

211412014

21472014
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medication drawers.
The findings included:

On 01/22/14 at 3:40 PM, an observation of the
controlled medication drawer in the medication
storage room on R1 Unit revealed a plastic bag
with 10 syringes labeled lacosamide (Vimpat) 200
milligrams (mg) 7 20 milliliters {mL); an
anti-epileptic seizure medication. In the bag, 2 of
the syringes were noted to have less than the
20mL volume. One syringe had a velume of 17m]
and the second syringe had a velume of 18mL.

0On 01/22/14 at 3:42 PM, an interview was
conducted with Nurse #2. She stated when the
pharmacist brought controlled medications to the
unit the pharmacist would sign the requisition
verifying the number of syringes being delivered
and the unit nurse would sign the requisition
verifying the number of filled syringes with the
controlled medication was received from the
delivering pharmacist to the unit. She further
stated neither the pharmacist nor the unit nurse
would verify the volume amount in each syringe,
only the number of syringes received. She
indicated in shift change two unit nurses were

Event ID: ORRJ14

Facllity ID: 955752

controlled substance syringes will have the correct volume

present. This corrective measure wilt be monitored by the

following;

A)  The double-check during the syringe filling
process and recorded in the compounding log.

B) The Nurse recsiving the pre-filled syringe will
inspect for accurately filled syringes and only
sign for such on the Centrol Substance sign-out
sheet.

C) Atthe time of administration, the Nurse will make
3 final inspection of the syringe that the volume
of the medicine is the correct volume being
administered. This will be recorded in the MAR.

Review of objective will occur at least quarterly with QAP
Team in Executive Commitiee for 1 year and then
reavaluated.

(X4) ID SUMMARY STATEMENT OF DEFICIENCIES D PROVIDER'S PLAN OF CORRECTION {EAGH 5)
PREFIX {EACH DEFICIENCY MUST BE PRECEDED BY FULL PREFIX CORRECTIVE ACTION SHOULD BE CROSS- GOMPLETION
TAG REGULATORY OR LSC IDENTIFYING INFORMATION) TAG REFERENCED TO THE APPROPRIATE DATE
DEFICIENGY)
L)  Nursing will continue to count quantities shift-to 2/14/2014
F 431 | Continued From page 4 F 431 §hlﬁ as before, however, the syringes should be
R ) . inspected to ensure the tamper-resistant seals
package drug distribution systems in which the are intact. If a seal is found broken, the Nursing
quantity stored is minimal and a missing dose can Supervisor and Director of Pharmacy should be
he readily detected. immediately notified.
M)  As always, the final check for accuracy of 211412014
valume of the syringe will be done by the Nurse
This REQUIREMENT is not met as evidenced prior o administration.
by: . I .
. . . N}  All pharmacy and nursing staff will be inserviced 214/2014
Ba_s_ed on observations and staff inferviews the on review of procedure;
facility failed to accurately ensure the correct
volume for in-house pharmacy prefilled syringes A Quality Assurance Performance improvement objective
of a controlled medication in 1 of 5 controlled will be initiated with a goal that 100% of the time all 214i2014
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responsible for counting the medications in the
controlled medication drawer and were verifying
the number of syringes in the drawer and not the
volume in the syringes. Nurse #2 verified the 2
syringes did not contain the 20mL volume amount
as indicated on the label of the controlled
medication, lacosamide.

On 01/22/14 at 3:51 PM, an interview was
conducted with Pharmacist #1. She stated the
number of controlled medication syringes was
counted when delivered to the unit by the
pharmacist and was counted a second time with
the unit nurse. She further stated the volume
amount in each syringe would be verified by the
pharmacist before delivering the controlfed
medication fo the unit. She verified the label on
the lacosamide syringes should have a total
volume of 20mL in each syringe. She further
verified one syringe had a volume of 17mL and
the other syringe had a volume of 18mL of
lacosamide. She revealed the syringes should not
have been delivered from pharmacy with less
than the 20mL of volume as indicated on the
medication syringe.

On 01724714 at 11:15 AM, an interview was
conducted with the Pharmacy Director. He
demonstrated the steps that would be taken when
an order for a controlled medication requisition
was received and how the pharmacist would fill
the syringes. He revealed the controlied
medication syringes would be counted by the
pharmacist and the number of syringes ordered
would be delivered to the unit with the order
requisition. He further revealed the pharmacist
would count the number of syringes delivered to
the unit and sign his/or her name at the top of the
requisition for verification and the unit nurse
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Continued From page 6

would sign the top of the requisition verifying the
number of syringes received to the unit. He stated
a pharmacist would verify the volume in the
syringe when the syringe was being filled with the
controlled medication and labeled accordingly. He
further stated the actual volume in the medication
syringes would not be counted by the delivering
pharmacist or the unit nurse. He indicated there
was no expectation for the pharmacy department
and/or the nursing units to count the volume of
controlled medication in the syringes. He further
indicated he was unaware of a system for volume
count of controlled medication in syringes.

On 01/24/14 at 12:01 PM, an interview was
conducted with the Quality Assurance Director.
She stated she was unaware of a policy and
procedure and/or a system in place for volume
count of controlled medication in syringes and/or
the dispensing of controlled medications.

F 431
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