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AI,ABAI'1A STATE BOARD OF PHART.'ACY
NOTICE OP INTENDED ACTION

AGENCY NAME : AIAB.AI''A STATE BOARD OF PHAR!4ACY

RULE No. Arp rrTLE: 580-X-2-,18 : Institutional Pharmacies

INTENDED ACTION: AMEND AN EXCISTING RUIE

SI'BSTAIiICE OE PROPOSED ACTIO.N:

To allow for proper permitting of offsite institutional pharmacies

TIUE, PIACE, I{ANNER OR PRESENUNG VIET{:

Oppositions can be submitted to the Afabama State Board of pharmacy,
111 Vil-lage Street, Birmingham Alabama 35242. Office business hours
are 8:0oam - 4:0opm Monday through Friday. Please present your views
in writing, fax or emai.I . Publ-ic hearing wiff be held August 2t, 2OI9
at 9:00am

EI}iIAL DATE TOR COMMENT AND COMPI,ETION OF NOTICE:

Connents concerning this change must be recelved by the Alabama State
Board of Pharmacy no later than August 19, 201,9

CONTACT PERSON AT AGENCY:

Wendy Passmore
Operatlons Manager
111 Viflage Street
Birmingham, Al 35242
Phone 205-981--41 64
Eax 205-803-6481
Email - wpas smore@al-bop. com
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580-X-2-. 18 Institutional Pharmaciee

(1) APPLIc]f,BILfT]f: fn addition tso existing State and Federal
Regnrlations, the following Rules are applicable to all Institutions
and Institutional Pharmacies as defined in Section 2beIow.

(2) DEFTilITIONS.

(a) " InstLtutioaal Facility' means any organization whose
primary purpose is to prowide a physical environment. for ifipati€n€s
paEients to obtain health care services, including but not limited t.o
a:

1. Hospital,
2. Convalescent Home;
3. Nursing Home;
4. Extended Care Facilitsy;
5. Mental Hea1tsh FaciliEy;
6. Rehabilitation Center;
7 - Psychj.atric Center;
8. Developmental, DisabiLity centser;
9- Drug Abuse Treatment Center;
10. Family Planning Clinic;
11. Penal Inst.ituEion;
12. Hospice,.
13. Public Health Facility;
14. Athletic Facility.
(b) 'rastltutlona]. Pbat acfT. means Ehat physical portion of an

hstitsutional FaciliEy that is engaged in the compounding,
dispensing, and distribution of drugs, dewices, and other maEerials

igea€,e_
(here+naf€er referred Ee as "Enugs") and the provision of services
used in the prevention, diagmosis, and treatment of j-njury, illness,
and disease (hereafter referred to as 'hstitutional- Pharmacy
Services") and which is registsered with the State Board of Pharmacy.

(3) PERSOITNET,:
(a) Each hstsiEuEional Pharmacy shall be directed by a

pharmacist, hereinafter referred to as Ehe Supervising PharmacisE.,
who is licensed to engage in the practice of pharmacy in this Statse,

(4) ABSEIICE OI PEARTTACIST:
(a) During such tsimes as, an InstiEutsional Pharmacy may be

unattended by a pharmacist, arrangements sha1l be made in advance by
the Supervising Pharmacists for provision of Drugs Eo the medical
st.af f and other authorized personnel of the Institutsional Facility by
use of a locked cabinet or other enclosure constructed and located



outside of the pharmacy area and, in emergency circumstances, by
access to the Pharmacy. A pharmacist shall be available after hours
in accordance with established lnstitucional Policy.

(b) fn the absence of a pharmacist.. Drugs shafL be stored in
cabinet /enclosure const.ructed and located outside of the pharmacy
area, to which only specifical-Iy authorized personnel may obtain
access by key or combination, and which is suf ficientl-y secure to
deny access to unauthorized persons. The Supervising Pharmacist
sha1l, in conjunction with the appropriaEe committee of the
hstit.ut.ional Facility, devefop inventory listings of those Drugs
be included in such cabinet. / enclosure and determj-ne who may have
access, and shaLl ensure that:

The Drugs are properly labeled;

2.On7y prepackaged Drugs are available, in amounEs
sufficient for immediate therapeutic requirements;

3. Whenever access Eo the cabinet / enclosure occurs, wri-tten
orders of an authorized practitioner and proofs of use are provided;

4. A11 drugs therein are inventoried regularly based
institutional policy, but no fess Ehan every thirtV (30) days;

5. A complete audits of all activity concerning such
cabinet /enclosure is conducted no less than once per month, and

6. Wrj-tten policies and procedures are established to
implement. the reguirements of thls Section 4.

(c) Wtrenever any Drug is noL avaifable from floor supplies or
cabinet /enclosure, and such Drug is required to treat. the immediate
needs of a patienE whose health would otherwise be jeopardized, such
Drug may be obtsained from the Pharmacy in accordance with the
requirements of this Section 4. One supervisory nurse or physician in
any given shift is responsible for obtaining Drugs from the pharmacy.
The responsible person sha11 be desigmated in writing by Ehe
appropriate commiEt.ee of the Institutional Facifity. Removaf of any
Drug from the Pharmacy by an authorized desigmee must be pursuant to
written orders of an authorized practitioner and must be recorded on
a suitabfe form showing patient name, room number, nane of Drug.
strength, amount, datse, and time and sigmature of desigmee. The form
sha11 be feft with the container from which the drug was removed.

(d) For an InstiEuEional racility thaE does not have an
hstitutional Pharmacy, Drugs may be provided for use by authorized

to



personnel by emergency kit.s
however, such kits meeE the

1. The contents of
Drugs needed to effectively
of a patient. A copy of the
sha1l be maintained both at
suppfying the drugs .

located at such Facility, provided,
f o11owi-ng reguirements :

the Emergency kit shall- consist. of those
manage a critical care incident or need
lisL of the contents of Ehe emergency ki-t
the institution and the pharmacy

2. A1f emergency kiE drugs shal1 be provided and sealed by
a pharmacisL who is licensed Eo engage in the practice of pharmacy in
this st.aEe,

3. The supplying pharmacists and the medica] staff of the
Institut.ional Facility sha11 jointly determine the Drugs, by identity
and quantity, to be included in emergency kits;

4. Emergency kits shall be stsored in secured areas to
prevent unauthorized access, and to ensure a proper environment for
preservation of the Drugs within them;

5. The exterior of each emergency kit shal-I be fabeled so
as to clearly indicate that it is an emergency drug kit. and that it
is for use in emergencies on1y. The labef shall contain a listing of
the Drugs conEained in t.he kit, j,ncluding name, sErength, quantity,
and expiration date of the contents, and t.he name, address (es), and
telephone number (s) of the supplying pharmacist;

6. Drugs shall be removed from emergency kiEs only pursuant
tso a valid rE.i+Een order of an authorized practiEioner;

l. Whenever an emergency kit is opened, the supplying
pharmacist sha11 be notified, and the pharmacist shafl stock and
reseal Ehe kit within a reasonable time but not more than 72 ho.urs,
so as Eo prevent risk of harm to patients; and

8. The expiration date of an emergency kit sha11 be the
earliest daEe of expiration of any Drugs supplied in the kit. Upon
the occurrence of the expiraEion date, Ehe supplying pharmacist sha11
replace the expired Drug.

(e) For an institutional Facility that does not have an
institutional pharmacy, Drugs may be stored in a cabinet / enclosure Eo
which only authorized personnel may obEain access by key,
conbinaEion, or access code and which is sufficiently secure to deny
access to unauthorized persons, provided, however, such
cabinet / enclosure meeE the following requi,rements:



1. Definition of Stat Cabinet -A Stat CabineE consists of
non-cont'rolled drugs needed to effectively managre a paEient,s drug
regimen which are not available from any other authorized source in
sufficient Eime to prevent risk of harm to paEient by delay resulting
from attaining such Drugs from oEher sources.

2. Each facj-1ity may mainEain one .,st.at,, cabinet/ enclosure
for the purpose of keeping a minimum anount of stock medications that
may be needed guickly or after regr:1ar duty hours. If a facility
want.s more Ehan one "stat" cabineE/ enclosure, it musE. be approved by
the alabama State Board of Health and the Alabama StaEe Board of
Pharmacy.

3. AlL medications sha1l be packaqed in an appropriate
manner in the "stat" cabinet. based on Ehe establ_ished needs of the
facility. Need for such medicaEions sha11 be reviewed by the
pharmacis E. annua1Iy.

4.There must be a 1ist. of contents, approved by the
approprj-ate committee and a pharmacj,st giving Ehe name and st.rength
of the Drug and Ehe quantity of each. Contents of the "stat" cabinet
shal1 be properly labeled with name, strength and expiraEion date.

5.There sha11 be records availabl-e to show amount received,
name of resident and amount used, prescribing physician, Eime of
administration, name of individual removing and using the medicaEion
and the balance on hand. Pharmacy Board Chapter 680-x-2 Supp.
9 /30 /152-27

6. There shal-I be wrilten procedures for utilization of the
"stsat" cabinet wilh provisions for prompt replacement of used iE.ems.

7. The pharmacist shal1 inspect the .sEaL' cabineE aE least
monthly replacing outdated Drugs and reconciliaEion of its prior
usage. fnformaEion obtained sha11 be included in a monthly report.

(s) DRUG DISTRIBUTTON AliID COTITROL IN INSTITUTIONAI, PEARIiTACY !

(a) The Supervising PharmacisE. sha1l establish written
procedures for the safe and ef f icj.ent disE.ribution of Drugs and for
the provision of lrearema€euti.€al=..€re Institutional pharmacy Services.
An annual updaE.ed copy of such proced
inspection by the Board of Pharmacy.

(b) A11 of the activiEies and operat.ions of each InsEituEionaf
Pharmacy shaff be personaffy and directly supervised by its



Supervising Pharmacist or a desigmated pharmacist.. A1] funcEions and
acEivities of technicians sha11 be personally and directly supervised
by a registered pharmacist to ensure thaE all functions and
activities are performed competenEly, safely, arrd without risk of
harm Eo patienEs. There sha11 be noE more than Ehree (3) technicians,
at least one of which sha11 be cerEified by any credentialing
organization approved by the Board, on duty in the prescription area
for each fu11-time licensed pharmacist on duty. Nothinq in this rule
sha1I prevenE an instiEutional pharmacy from empl-oying tecbnicians to
perform supervised tasks not requiring professional judgment.

(c) Ulhenever patient.s bring drugs into an InsEitutional
Facility. such drugs sha11 not be administered unless they can be
precisely identified. Administration sha1l be pursuant to a
practitioner's order on1y. If such Drugs are not to be administered,
Ehey shal1 be given to an adul! member of Ehe patient,s immediaEe
family for removal- from Ehe fnstsitution or follow wriEEen policy
provided by the Supervisinq Pharmacist.

(d) Investigational Drugs for inpatient use shal1 be sEored in
and dispensed from Ehe Pharmacy on1y. Compfete information on all
invesE.igational drugs stored or dispensed shall be maj-ntaj-ned in the
Pharmacy.

(e) The Supervising Pharmacist shall develop and implement a
reca11 procedure that can be readily acEivaEed to assure the medical
staff of the Institutional racility and the Pharmacy staff that. all
drugs included on the recalf intended for use within the facility are
returned Eo Ehe Pharmacy for proper disposition.

(5) OFF_SITE INSTITUTIONAI, PHARMACY

(a) Issuance and Maintenance of Permit

itaf ma file a s rate1. Lication for an
ate faci I

bearinq the same hospital license number issued
the Af abama tment of Pub]ic Heal-th or Ehe
facilit ssessing a pharma t issued the
Board. Any such application shaf I aff

ements of the Alabama Pharma Practice Act or
applicable ru1e.

(7'I AUITO!{ATED DTSPENSTNG SYSTEMS IN SKILLED NI'RSIIIG FACTLITIES

(a) Defl.nitions: For purposes of this section on1y, the terms
defined in this subdivision have Ehe meanings set forth below:

off-site t within a s



1. "AutoEated dispensing ayatem" means an efectromechanica]
sysEem that. performs operaEions or activities relat.ed to the storage
and dispensing of medications and which is capable of collecting,
controlling, and maintaining all required transaction information and
records .

2. " hergency MedicatioD.,, means any medication, including
controlled substances, ordered by a licensed prescriber in response
to a criticaf patient need.

3. *STAT uedication- means any medication, excluding
controlled substances, ordered and added to the drug regimen of a
newly admiEted patient or an existing paEient that is not available
from the Managlng Pharmacy in sufficient time to prevent risk of harm
to the patient that might result from a delay in obEaining such drugr.

4. 'Packagiagz means the preparation of medicaEion from
bufk containers to unit.-dose or unit-of-use containers intended for
individual patient administration.

5. Nuaaagiag Phar:Eacy. means a pharmacy physically located
in Alabama, holding a current pharmacy permit issued by the Alabama
Board of Pharmacy, and which is responsibfe for supplying prescribed
medications for patients in a skilled nursing facility and for the
safe operation of any automat.ed dispensing system used in the
facility.

6.*Pogitive idontification" means the method by which
access tso the medicat.ions and information contained in an automaE.ed
dispensing system in a skilled nursing facility is fimited to only
authorized individuals, and which includes the use of a user-specific
password combined with a user-specific personal idenEifier such as a
fingerprint, personal ID badge, retinal pattern, or other unique
identifier.

(b) Authorization: A Managing Pharmacy may use an auL.omat.ed
dispensj-ng system to meet the emergency medi,cation needs and Ehe STAT
medication needs of residenEs in skiffed nursingr faciliEies. The
automated dispensing sysEem musE. be locaE.ed in a skilled nursing
facility that holds a valid and curren! contract with a Managing
Pharmacy Eo provide pharmacy services to that facility. 'Ihe automat.ed
dispensing systern sha1l be considered an extension of the Managing
Pharmacy.

(c) Notifyiag the Board of Phar:Dacy:

1. The Managj-ng Pharmacy sha11 submit a wriEtsen request to



Ehe Board of Pharmacy for approval Eo use arl automated dispensing
sysEem. The Board of Pharmacy sha11 determine at which future
meeting the requesE sha1l be considered. Request.s mus t. be submitted
no less than 30 days prior to the Board of pharmacy meeting aE which
the requesE will be considered.

2. \he request for approval to use an automated dispensing
system sha1l include :

(i) Writt.en policies and procedures for the automaEed
dispensing syslem specific to the automat.ion Eo be used,

(ij-) The name and address of the facility in which the
automation wifl- be used,

(iii) The name and permit nuriber of the Managing Pharmacy,
(iv) A description of the automation ( tl4)e, manufacturer,

and model) along with a descript.ion of how the system is to be used,
(v) The specific location(s)wiEhin the facility where the

automated dispensing system will be placed, and
(vi) The daEe the aut.omation will be placed intso operation.

The Board of Pharmacy musE be noEified at least 30 days prior to use.

3. After the Managing Pharmacy has received Board approval
for utilizing an automated dispensing sysEem, expansion of the system
in the skilled nursing home or the addition of auEomated dispensing
technologry to an addilional facility or facilities, Ehe Managing
Pharmacy need only notify the Board of Pharmacy of such expansion and
addition. The notif icat.ion to tshe Board sha11 be submitEed at least
30 days prior to use. The Board may require additional informaEion
related Eo the expansion and/or addition and, upon reviewing the
not.if icat.ion may, at its discret.ion, require approval for the
expansion and/or addiEion.

(d) Gleaeral Reguirereats for Aut@ated DiEDeaEiDg Syst@s:
A Managing Pharmacy may utilize an automated dispensing system

provided:

1. The Supervising Pharmacist of the Managing Pharmacy is
responsible for the operat.ion of Ehe auEomaEed dispensing systsem.
There is no requirement that a pharmacist be physically present. at
the site of the automated dispensing system. However, a pharmacist
of Ehe Managing Pharmacy must. have access to Ehe equipmenE. and all
transaction information at all times.

2. Access to the drugs and information contained within the
auEomated dispensing system is secured through the use of positive
identi fication .

3. Access to the automaEed dispensing system sha1I be



control-led by the Managing Pharmacy and shal1 be limited t.o:
(i) Licensed nurses
(ii ) Licensed pharmacist.s
(iii) Registered pharmacy technicians
(iv) Authorized f iel-d service personnel for maint.enance

purposes and only while under direct observation of a licensed nurse,
a licensed pharmacist, or a regist.ered pharmacy technician.

4. Medications defivered to the skill-ed nursingr facility
but not yeE stocked into the automated dispensinq system are stored
in a secure manner and in compliance with the policies and procedures
agreed upon by the Uanaging Pharmacy and the leadership of the
facility.

5. Restocking of the aut.omated dispensing system shall- be
limited to a ficensed pharmacist or a registered pharmacy Eechnician
of the Managing Pharmacy, a licensed nurse of the faciliEy, or other
ficensed heafthcare personnel approved by the Board of Pharmacy.

6. A pharmacist of Ehe Managring Pharmacy conducts an on-
siEe physicaf inventory of the contents of the automated dispensj-ng
sysEem at 1easE. quarterfy.

7. A pharmacist employed by the Managing Pharmacy reviews,
interprets, and approves all prescription medication orders prior to
removal of a drug from the automated dispensing system. When a
medication is ordered and needed but Ehe order has noE been reviewed,
interpreted and approved by the pharmacist, emergency access Eo tshe
medication by auEhorized users is allowed if such access is permitted
by writEen policies and procedures agreed upon by the Managing
Pharmacy, the facility's Medical Director, and appropriate nursingr
leadership of the faci 1i ty.

8. The name and quantity of medications and producEs kept
in the automated dispensing unit shaff be agreed upon by the Managing
Pharmacy, the facifity's Medical DirecEor, and appropriate nursing
leadership of Ehe facifity.

(e) According
topics to cons j-der
include:

1. Choose
control , sufficienE
errors .

to the Institute for Safe Medication PracEices,
for the safe use of automated dispensing systsems

a location with good lighting, temperature
space, and which minimizes distractj-ons and

Address security relat.ed issues such as access,



assigming of passwords, prohibition of password sharing or recycling,
blind counts, and resolut.ion of discrepancies.

3. Electronic paEient profiles and electronic medication
administraEion record should be used to minimize the risk of
medicat.ion errors.

4. Information on the computer monitor for use by the
caregiver should include the paEient,s name, a second identifier,
allergies, drug interactions, brand and generic drug names, TALL-man
let.tering, and the location of the drug within the cabinet.

5. Address invenlory
delete drugs, Ehe avoidance of
minimum and maximum guantities
audi ts .

issues, such as criteria to add or
bulk drug conEainers, setting of
to be stocked, and frequency of

5. When stocking or restocking an automated dispensing
system barcode verification, if available, should be used or a second
person should werify accuracy.

7. Wi thdrawa] s should be limited to profiled drugs, except
in case of an emergency.

8. An override policy should be developed and fo1Iowed.
Overrides (emergency withdrawals when a profile withdrawal is not
possible) should be minimized. The inclusion of a rationale sEatement
for each override shoufd be required. Two-person checks for overrides
of high alert medicaEions should be required.

9. Medications being transported after wi thdrawal from an
automated dispensing system should remain in their unit dose package
unt.il jusE prior tso administration.

10. If medications for more than one patienE are being
removed from Ehe automated dispensing system at the same Eime, each
pat.ient's medications should be segregaEed and clearly labeled by
individual patient.

1l-. Staf f using the aut.omat.ed dispensing syst.em is educaE.ed
and can demonsEraEe competency for Ehe proper use of the cabinet.
including downtime procedures .

12. Steps Lo take in case of unexpected malfuncEions,
including trouble shooting and repairs, should be addressed.

13. A timeframe should be specified within which



discrepancies will be resol-ved.

14. Address the mechanism by which and the timeframe wlthin
which a user's access wiLl be removed when the user should no longer
have access to contents or informatj-on in the automated dispensing
system.

(f) Report.s: Records of automated druq system transactions shal1
be retained by the Managing Pharmacy for the same period of t.ime as
required for retention of prescription records. These records shaff
be readily retrievabfe and printed copies of such records sha11 be
available within Ewo business days upon request by the Board of
Pharmacy or its represenE.aE.ives .

(g) The Board of Pharmacy must approve policies and procedures
for the operation of the automated drug system. A copy of the
policies and procedures sha11 be maintained at the location of Ehe
automaled dispensinq system and a! the Managing Pharmacy and sha11 be
available for inspection at all Eimes.

(h) The Board of Pharmacy sha11 not. approve an aut.omaEed
dispensing system for use in a skilled nursing facility for the
purpose of compoundinq, packaging, or labeling of medications.

(i) Nothinsr ln this rule shall be interpreted to amend, alter,
or modify the provisions of Alabama Code Section 34, Chapt er 23 or
supporting regnrlat.ions.
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