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§483.45 Pharmacy Services

The facility must provide routine and emergency
drugs and biclogicals to its residents, or obtain
them under an agreement described in
§483.70(f). The facility may permit unlicensed
personnel to administer drugs if State law
permits, but only under the general supervision of
a licensed nurse.

§483.45(a) Procedures. A facility must provide
pharmaceutical services (including procedures
that assure the accurate acquiring, receiving,
dispensing, and administering of all drugs and
biclogicals) to meet the needs of each resident.

§483.45(b) Service Consultation. The facility
must employ or obtain the services of a licensed
pharmacist who-

§483.45(b)(1) Provides consultation on all
aspects of the provision of pharmacy services in
the facility.

§483.45(b)(2) Establishes a system of records of
receipt and d|sp0 jtion of all controlled drugs in
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F 000 | INITIAL COMMENTS F 000
On 9-3-24, an unannounced on-site visit was
conducted at Kennebunk Center for Health and
Rehabilitation for the purpose of an investigation
of facility reported incidents #MEQ0048465 and
#MEQQ048567. it was determined that
Kennebunk Center for Health and Rehabilitation
was in subsfantial compliance with 42 CFR 483,
Sub-part B-Requirements for Long Term Care
Facilities
F 755 | Pharmacy Srvcs/Procedures/Pharmacist/Records F 755 See Attached Plan of Correction. 9/17/24
35=D | CFR(s): 483.45(a){b)(1)-(3)
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Any deficiency statement ending with an asterisk (*) denotes a deficiency
other safeguards provide sufficient protection to the patients. (See instruct]

bns.)

hmh the institution may be excused from correcting prowdmg it is determined that
Except for nursing homes, the findings stated above are disclosable 90 days

following the date of survey whether or not a plan of correction is provided. For nursing homes, the above findings and plans of correction are disclosable 14
days following the date these documents are made available to the facility. If deficiencies are cited, an approved plan of correction is requisite to continued
program participation.
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KENNEBUNK CENTER FOR HEALTH AND REHABILITATION
RE: DHHS Notice of Survey Results and Enforcement letter dated 9/9/2024
Date: September 17, 2024 ATTACHMENT
F Tag 755 Plan of Correction

Controlled substances at the facility are being counted at each shift change and documented
count corract by 2 authorized medication administration personnel, in the Narcotic control bound
book.

House audit completed of active narcotic books to ensure no other narcotic count deficient
practice.

The SDC/ desighes has educated med administration personnel on protocol of completing physical
inventory of controlled substances at shift change.

The DNS/designee will complete random narcotic count audits 2x/week for 1 month then random
Tx/weekly X 2 months. The results of these audits will be reviewed with the QAPI committee to
ensure compliance is maintained. The DNS is responsible for compliance.

F Tag 761 Plan of Correction

The facility has separate lock box for narcotics permanently affixed and stored in the medication
refrigerator in the locked medication room.

House audit of medication refrigerator of permanently affixed locked box for refrigerated controlled
substances to ensure no other deficient practice.

The SDC/designee has educated medication administration personnel on the controlled refrigerator
permanently affixed lock box for controtled refrigerated narcotics.

The DNS/ designee will complete audits of controlled substance refrigerator lock box 3 x/ week for 1
month then weekly x 1 month. The results of these audits will be reviewed with the QAPI committee
to ensure compliance is maintained. The DNS is responsible for compliance.
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Continued From page 1

sufficient detail to enable an accurate
reconciliation; and

§483.45(b)(3) Determines that drug records are in
order and that an account of alt controlled drugs
is maintained and periodically reconciled.

This REQUIREMENT is not met as evidenced
by:

Based on record review, interviews, and facility
policy, the facility failed to ensure that two people,
who are authorized to administer medications,
signed the Narcotic Bound Bock Shift Count page
indicating that they counted all the controlled
substances at the change of shift for multiple
shifts between 8/14/24 and 9/3/24 (total of 56
shifts) for 1 of 4 units reviewed for drug diversion
(Sagamore).

Findings:

Review of the facility policy "Controlled
Substances" dated "10/07" states: "At each shift
change, a physical inventory of controlled
medications, as defined by state regulation, is
conducted by two licensed clinicians and is
documented on an audit record.”

On 8/16/24, the Department of Licensing and
Certification received a facility reported incident
indicating during shift change on 8/16/24 at
16:00, a 30ml bottle of Ativan could not be
located.

Review of provided "Sagamare Unit shift count
log" lacked documented evidence that a shift
change count was conducted by two qualified
staff on the following days

8/14/24 at 15:00 during oncoming shift.

8/15/25 at 23:00 during outgoing shift.

F 755
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8/16/24 at 07:00 during oncoming shift and at
15:00 for the outgoing shift.

8/27/24 at 07:00 during oncoming shift and at
23:00 for the outgoing shiit

8/29/24 at 07:00 during oncoming shift and at
15:00 for the outgoing shift

9/1/24 at 24:00 during outgoing shift

9/2/24 at 23:00 during oncoming shift

9/3/24 there is no documentation of oulgoing or
oncoming shift

Further review of the shift count log revealed
"Status of count exact yes/no” space was left
blank 42 of 56 shifts.

On 9/3/24 at 9:00a.m., a surveyar and the
Director of Nursing (DON) reviewed Sagamore
Unit Narcotic Book. At this time the DON
confirmed there is no documented evidence the
shift count was completed for the above dates.
She stated that it is her expectation that hoth
people that have counted sign the log and that
they enter a "Y" or a "N" for the count being
correct or incorrect. She said that we have been
doing audits and it is a common thing to find that
there are not always fwo signature and that the
Y" or the "N" is not entered.

On 9/3/24 at 9:45a.m., Licensed Praclical Nurse
(LPN} #1 stated that she came on duty this
morning (9/3/24) at 7:00a.m., and did the shift
count with the departing nurse, but neither of
them signed the narcotic count.

On 9/3/24 at 10:17a.m., LPN #2 stated stated

that the correct change of shift count process is
that there are always 2 sets of eyes on both the
book and the medication, and that both nurses

sign the boaok.
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F 755 | Continued From page 2 F 755
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On 9/3/24 at 10:35a.m., RN #1 stated that the
correct change of shift count process is that there
are always 2 sets of eyes on both the book and
the medication, and that both nurses sign the
book.
On 9/3/24 at 10:45a.m., Med Tech (MT) stated
that the correct change of shift count process is
that there are always 2 sets of eyes on both the
book and the medication, and that both peopie
counting sign the book.
On 9/3/24 during an interview with the DON, the
surveyor confirmed the lack of documentation of
shift to shift counting of controlled substance
medications.
F 761 | Label/Store Drugs and Biclogicals F 761

$S=D | CFR(s): 483.45(g)(h)(1}(2) See Attached Plan of Correction. 9/17/24

§483.45(g) Labeling of Drugs and Biologicals
Drugs and biologicals used in the facility must be
labeled in accordance with currently accepted
professional principles, and include the
appropriate accessory and cautionary
instructions, and the expiration date when
applicable.

§483.45(h)} Storage of Drugs and Biologicals

§483.45(h}{1) In accordance with State and
Federal laws, the facility must store all drugs and
biologicals in locked compartments under proper
temperature controls, and permit only authorized
personnel to have access to the keys.

§483.45(h){2) The facility must provide separately
locked, permanently affixed compartments for
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storage of controlled drugs listed in Schedule Il of
the Comprehensive Drug Abuse Prevention and
Control Act of 1976 and other drugs subject to
abuse, except when the facility uses single unit
package drug distribution systems in which the
quantity stored is minimal and a missing dose can
be readily detected.

This REQUIREMENT is not met as evidenced
by:

Based on observations, interviews, and record
review the facility failed to provide a separately
locked, permanently affixed compartments for
storage of controlled drugs listed in Schedule Il of
the Comprehensive Drug Abuse Prevention and
Control Act of 1976 and other drugs subject to
abuse for 1 of 1 observation.

Findings:

On 8/16/24, the Department of Licensing and
Certification received a facility reported incident
indicating during shift change on 8/16/24 at
16:00, a 30ml bottle of Ativan could not be
located.

On 9/3/24 at 9:15 a.m. while completing an
invesfigation of missing Ativan, an observation of
the locked refrigerator in the locked Medication
Room, a surveyor cbserved that there was no
separate, locked box that is attached to the
refrigerator for storage of Controlled Substances.
There was no controlled substances present at
that time.

On 9/3/24 at 11:00a.m. in an interview with the
Director of Nursing, she stated that there had
never been a seperate locked box in that
refrigerator.

F 761
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F 761 Continued From page 5
On 9/3/24 at 11:05a.m. the above were confirmed

with the Director of Nursing.
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