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RULE NO. & TITLE: 680-X-2-.18   Institutional Pharmacies

INTENDED ACTION: Amend
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This amendment will clarify the approval and notification process for managing 
pharmacies placing remote automated dispensing units. 

TIME, PLACE AND MANNER OF PRESENTING VIEWS:
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680-X-2-.18 Institutional Pharmacies.
(1) Definitions.

(a) "Automated dispensing systemunit" means an
electromechanical system that performs operations or
activities related to the storage and dispensing of
medications and can collect, control, and maintain required
transaction information and records.
(b) "Emergency dispensing" is defined as prescribing/
providing necessary medications to patients being treated by
institutional facilities within the physical institutional
facility or to be taken with the patient upon discharge.
(c) "Emergency kit" is a kit consisting of drugs, including
controlled substances, needed to effectively manage a
critical care incident or need of a patient.
(d) "Institutional pharmacy" means a physical portion of a
licensed healthcare facility that is engaged in the
compounding, dispensing, and distribution of drugs, devices,
and other materials and the provision of services used in
the prevention, diagnosis, and treatment of injury, illness,
and disease (hereafter referred to as "institutional
pharmacy services") and which is permitted with the Alabama
State Board of Pharmacy.
(e) "Licensed healthcare facility" means a hospital, as
defined in Code of Ala. 1975, §22—21—20(1) licensed by the
Alabama Department of Public Health, or a Federally
Qualified Health Center, as defined by ALA. ADMIN. CODE r.
560—X-48—.01(1).
(f) "Managing pharmacy" means a pharmacy responsible for
supplying prescribed medications for patients in a licensed
healthcare facility and the safe operation of any automated
dispensing system used in the facility. A managing pharmacy
may be one of the following:

1. A pharmacy physically located in Alabama, not within
a licensed healthcare facility, holding a current
pharmacy permit issued by the Alabama Board of Pharmacy
2. An institutional pharmacy serving as the managing
pharmacy for a facility operating as a department of the
licensed healthcare facility upon approval by the Board.

(g) "Stat medicine cabinet" is a cabinet or enclosure that
consists of non—controlled drugs needed to effectively
manage a patient's drug regimen which are not available from
any other authorized source in sufficient time to prevent
risk of harm to patients.
(h) "Positive identification" means the method by which
access to the medications and information contained in an
automated dispensing system in a licensed healthcare
facility is limited to only authorized individuals, and
which includes the use of a user—specific password combined
with a user—specific personal identifier such as a



fingerprint, personal ID badge, retinal pattern, or other
unique identifier.

(2) Drug Distribution and Control in Institutional Pharmacies
(a) The supervising pharmacist shall establish written
procedures for the safe and efficient distribution of drugs
and for the provision of institutional pharmacy services. A
current updated copy of such procedures shall be on hand for
inspection by the Board of Pharmacy.
(b) All of the activities and operations of each
institutional pharmacy shall be personally and directly
supervised by its supervising pharmacist or a designated
pharmacist.
(c) When patients bring drugs into a licensed healthcare
facility, such drugs shall not be administered unless they
can be precisely identified. Administration shall be
pursuant to a practitioner's order only. If such drugs are
not to be administered, they shall be given to an adult
member of the patient's immediate family for removal from
the facility, or follow written policy provided by the
supervising pharmacist.
(d) Investigational drugs for inpatient use shall be stored
in and dispensed from the pharmacy only. Complete
information on all investigational drugs stored or dispensed
shall be maintained in the pharmacy.
(e) The supervising pharmacist shall develop a recall
procedure that can be readily implemented to assure the
medical and pharmacy staff of the licensed healthcare
facility that all drugs included on the recall intended for
use within the facility are returned to the pharmacy for
proper disposal.

(3) Stat Medicine Cabinets
(a) During such times an institutional pharmacy may be
unattended by a pharmacist, arrangements shall be made in
advance by the supervising pharmacist for provision of drugs
to the medical staff and other authorized personnel of the
licensed healthcare facility by use of a stat medicine
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 institutional
policy.
(b) In licensed healthcare facilities utilizing a managing
pharmacy, drugs shall be stored in a stat medicine cabinet
to which only specifically authorized personnel may obtain
access by key or combination, and which is sufficiently
secure to deny access to unauthorized persons, provided,
however, such cabinet meets the following requirements:

1. Each facility may maintain one stat medicine cabinet
for the purpose of keeping a minimum amount of stock



medications that may be needed quickly or after regular
duty hours. If a facility wants more than one stat
medicine cabinet, it must be approved by the Alabama
State Board of Health pursuant to Chapter 420-5-10.
2. All medications shall be packaged in an appropriate
manner in the stat medicine cabinet based on the
established needs of the facility. Need for such
medications shall be reviewed by the pharmacist
annually.
3. There must be a list of contents, approved by the
appropriate committee and a pharmacist, giving the name
and strength of the drug and the quantity of each.
Contents of the stat medicine cabinet shall be properly
labeled with name, strength, and expiration date.
4. There shall be records available to show amount
received, name of patient and amount used, prescribing
physician, time of administration, name of individual
removing and using the medication, and the balance on
hand.
5. There shall be written procedures for utilization of
the stat medicine cabinet with provisions for prompt
replacement of used items.
6. The pharmacist shall inspect the stat medicine
cabinet at least monthly replacing outdated drugs and
reconciliation of its prior usage. Information obtained
shall be included in a monthly report.

(c) The supervising pharmacist of either the institutional
pharmacy or the managing pharmacy shall, in conjunction with
the appropriate committee of the licensed healthcare
facility, develop inventory listings of those drugs to be
included in a stat medicine cabinet, determine who may have
access, and have written policies and procedures to ensure
that:

1. The drugs are properly labeled;
2. Only prepackaged drugs are available, in amounts
sufficient for immediate therapeutic requirements;
3. Whenever access to the cabinet occurs, written orders
of an authorized practitioner and proofs of use are
provided;
4. All drugs therein are inventoried regularly based on
institutional policy, but no less than every thirty (30)
days;
5. A complete audit of all activity concerning such
cabinet is conducted no less than once per month.

(d) Whenever any drug is not available from floor supplies
or cabinet, and such drug is required to treat the immediate
needs of a patient whose health would otherwise be
jeopardized, such drug may be obtained from the pharmacy in
accordance with the requirements of this Section 3. One



supervisory nurse or physician in any given shift is
responsible for obtaining drugs from the pharmacy. The
responsible person shall be designated in writing by the
appropriate committee of the licensed healthcare facility.
Removal of any drug from the pharmacy by an authorized
designee must be pursuant to written orders of an authorized
practitioner and must be recorded on a suitable form showing
patient name, patient date of birth, room number, name of
drug, strength, amount, date, time, and signature of
designee. The form shall be left with the container from
which the drug was removed.

(4) Emergency Kits
(a) Drugs may also be provided in a licensed healthcare
facility for use by authorized personnel by emergency kits
located at such facility, provided, however, such kits meet
the following requirements:

1. A copy of the list of the contents of the emergency
kit shall be maintained both at the institution and the
pharmacy supplying the drugs;
2. All emergency kit drugs shall be provided and sealed
by a pharmacist who is licensed to engage in the
practice of pharmacy in this state;
3. The supplying pharmacist and the medical staff of the
licensed healthcare facility shall jointly determine the
drugs, by identity and quantity, to be included in
emergency kits;
4. Emergency kits shall be securely stored in areas to
prevent unauthorized access, and to ensure a proper
environment for preservation of the drugs within them;
5. Each emergency kit shall be labeled so as to clearly
indicate that it is an emergency drug kit and that it is
for use in emergencies only. The label shall contain a
listing of the drugs contained in the kit, including
name, strength, quantity, and expiration date of the
contents, and the name, address(es) and telephone
number(s) of the supplying pharmacist;
6. Drugs shall be removed from emergency kits only
pursuant to a valid order of an authorized practitioner;
7. Whenever an emergency kit is opened, the supplying
pharmacist shall be notified, and the pharmacist shall
stock and reseal the kit within not more than 72 hours,
so as to prevent risk of harm to patients; and
8. The expiration date of an emergency kit shall be the
earliest date of expiration of any drugs supplied in the
kit. Upon the occurrence of the expiration date, the
supplying pharmacist shall replace the expired drug.

(5) Automated Dispensing SystemsUnits
(a) Automated dispensing systems may be used to meet the
needs of patients in licensed healthcare facilities. The



automated dispensing systemunits (ADUs) may be used to meet
the needs of patients in licensed healthcare facilities. The
ADU must be located in a licensed healthcare facility that
either:

1. Has an Alabama Board of Pharmacy institutional
pharmacy permit; or
2. Holds a valid and current contract with a Managing
Pharmacy to provide pharmacy services to that facility.
The automated dispensing systemADU shall be considered
an extension of the managing pharmacy.

(b) General requirements for automated dispensing
systemsADUs include:

1. The supervising pharmacist of either the facility or
managing pharmacy is responsible for the operation of
the automated dispensing systemADU. A pharmacist of
either the facility or managing pharmacy must always
have access to the equipment and all transaction
information.
2. Access to the drugs and information contained within
the automated dispensing systemADU is secured through
the use of positive identification.
3. Access to the automated dispensing systemADU shall be
controlled by the pharmacy and shall be limited to:

i. Licensed nurses
ii. Licensed pharmacists
iii. Registered pharmacy technicians
iv. Respiratory therapy
v. Other licensed healthcare professionals as
approved by the supervising pharmacist or medical
staff
vi. Authorized field service personnel for
maintenance purposes and only while under direct
observation of a licensed nurse, a licensed
pharmacist, or a registered pharmacy technician.

4. Managing pharmacies shall not use ADUs unless
approved by the Board. The managing pharmacy shall
notify the Board thirty (30) days prior to the use of
the ADU and include a copy of all ADU policies and
procedures. When adding or moving ADU locations, the
managing pharmacy shall notify the Board at least thirty
(30) days prior.
5. If the ADUIf the automated dispensing system is
managed by a managing pharmacy, medications delivered to
the licensed healthcare facility but not yet stocked
into the automated dispensing system areADU shall be
stored in a secure manner and in compliance with the
policies and procedures agreed upon by the pharmacy and
the leadership of the facility.



5. Restocking of the automated dispensing system6.
Restocking of the ADU shall be limited to a licensed
pharmacist or a registered pharmacy technician of either
the facility or managing pharmacy, a licensed nurse of
the facility, or other licensed healthcare personnel
approved by the Board of Pharmacy.
67. If the facility is utilizing a managing pharmacy, a
pharmacist of the managing pharmacy shall conduct an on—
site physical inventory of the contents of the automated
dispensing systemADU at least quarterly.
78. A pharmacist employed by either the facility or
managing pharmacy reviews, interprets, and approves all
prescription medication orders prior to removal of a
drug from the automated dispensing systemADU. When a
medication is ordered and needed but the order has not
been reviewed, interpreted, and approved by the
pharmacist, emergency access to the medication by
authorized users is allowed if such access is permitted
by written policies and procedures agreed upon by the
pharmacy and appropriate leadership of the facility.
8. The name and quantity of medications and products
kept in the automated dispensing system9. The name and
quantity of medications and products kept in the ADU
shall be agreed upon by the pharmacy, the facility's
Medical Director, and appropriate nursing leadership of
the facility.

(c) Nothing in this rule shall be interpreted to amend,
alter, or modify the provisions of Alabama Code Section 34,
Chapter 23 or supporting regulations.

(6) Dispensing For Institutional Facilities
(a) Requirements for emergency dispensing labeling must
include, but is not limited to:

1. The name and address of the facility from which the
prescription was dispensed
2. The directions for use
3. The name of the drug as it is dispensed
4. The strength per dosage unit
5. Any additional information that  is a true statement
of fact may be included as deemed essential for proper
storage, handling, safety, and/or usage of the
prescription.

(b) Emergency dispensing may be utilized for the following
medications:

1. Bulk medications for single patient use
2. Medications deemed necessary with Board approval
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