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Alabama State Board of Pharmacy

NOTICE OF INTENDED ACTION

AGENCY NAME :

Alabama Board of Pharmacy

RULE NO. & TITLE:

680-X-2-.18 Institutional Pharmacies

INTENDED ACTION:

Amend rule for State of Emergency

SUBSTANCE OF PROPOSED ACTION:

The Alabama State Board of Pharmacy proposes to amend rule
680-X-2-.18 to maintain continuity of care during COVID 19 State
of Emergency.

TIME, PLACE, MANNER OF PRESENTING VIEWS:

Not Applicable =~ Emergency Submission

FINAL DATE FOR COMMENT AND COMPLETION OF NOTICE:
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Wendy Passmore, Operations Manager
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680-X-2-.18 Institutional Pharmacies

(1) APPLICABILITY: 1In addition to existing State and Federal
Regulations, the following Rules are applicable to all
Institutions and Institutional Pharmacies as defined in Section
2 below.

(2) DEFINITIONS.

(a) "Institutional Facility" means any organization whose
primary purpose is to provide a physical environment for
patients to obtain health care services, including but not
limited to a:

Hospital;

Convalescent Home;

Nursing Home;

Extended Care Facility;
Mental Health Facility:
Rehabilitation Center;
Psychiatric Center;
Developmental Disability Center;
9. Drug Abuse Treatment Center;
10. Family Planning Clinic;

11. Penal Institution:;

12. Hospice;

13. Public Health Facility:

14. Athletic Facility.
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(b) "Institutional Pharmacy" means that physical portion of
an Institutional 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 registered with the State Board of Pharmacy.

(3) PERSONNEL:

(a) Each Institutional Pharmacy shall be directed by a
pharmacist, hereinafter referred to as the Supervising
Pharmacist, who is licensed to engage in the practice of
pharmacy in this State.

(4) ABSENCE OF PHARMACIST:

(a) During such times as, 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
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Institutional 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 Institutional Policy.

(b) In the absence of a pharmacist, Drugs shall be stored
in a cabinet/enclosure constructed and located outside of the
Pharmacy area, to which only specifically authorized personnel
may obtain access by key or combination, and which is
sufficiently secure to deny access to unauthorized persons. The
Supervising Pharmacist shall, in conjunction with the
appropriate committee of the Institutional Facility, develop
inventory listings of those Drugs to be included in such
cabinet/enclosure and determine who may have access, -and shall
ensure that:

1. The Drugs are properly labeled;

2.0nly prepackaged Drugs are available, in amounts
sufficient for immediate therapeutic requirements;

3. Whenever access to the cabinet/enclosure 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/enclosure is conducted no less than once per month; and

6. Written policies and procedures are established to
implement the requirements of this Section 4.

(c) Whenever any Drug is not available from floor supplies
or cabinet/enclosure, 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 4. 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 Institutional 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, room number, name of Drug,
strength, amount, date, and time and signature of designee. The
form shall be left with the container from which the drug was
removed.
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(d) For an Institutional Facility that does not have an
Institutional Pharmacy, Drugs may be provided for use by
authorized personnel by emergency kits located at such Facility,
provided, however, such kits meet the following requirements:

1. The contents of the Emergency kit shall consist of
those Drugs needed to effectively manage a critical care
incident or need of a patient. 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 Institutional Facility shall jointly determine the Drugs, by
identity and quantity, to be included in emergency kits;

4. Emergency kits shall be stored 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 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 a reasonable time but 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.

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

1. Definition of Stat Cabinet -A Stat Cabinet
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
patient by delay resulting from attaining such Drugs from other
sources.

2. Each facility may maintain one “stat” cabinet/
enclosure 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” cabinet/
enclosure, it must be approved by the Alabama State Board of
Health and the Alabama State Board of Pharmacy.

3. All medications shall be packaged in an appropriate
manner in the “stat” cabinet based on the established needs of
the facility. Need for such medications shall be reviewed by the
pharmacist annually.

4.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” cabinet shall be properly labeled with name, strength and
expiration date.

5.There shall be records available to show amount
received, name of resident and amount used, prescribing
physician, time of administration, name of individual removing
and using the medication and the balance on hand. Pharmacy Board
Chapter 680-X-2 Supp. 9/30/162-27

6. There shall be written procedures for utilization
of the “stat” cabinet with provisions for prompt replacement of
used items.

7. The pharmacist shall inspect the “stat” cabinet at
least monthly replacing outdated Drugs and reconciliation of its
prior usage. Information obtained shall be included in a monthly
report.

(5) DRUG DISTRIBUTION AND CONTROL IN INSTITUTIONAL PHARMACY:

(a) The Supervising Pharmacist shall establish written
procedures for the safe and efficient distribution of Drugs and
for the provision of Institutional Pharmacy Services. An annual
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. All functions and activities of technicians shall be
personally and directly supervised by a registered pharmacist to
ensure that all functions and activities are performed
competently, safely, and without risk of harm to patients. There
shall be not more than three (3) technicians, at least one of
which shall be certified by any credentialing organization
approved by the Board, on duty in the prescription area for each
full-time licensed pharmacist on duty. Nothing in this rule
shall prevent an institutional pharmacy from employing
technicians to perform supervised tasks not requiring
professional judgment.

(c) Whenever patients bring drugs into an Institutional
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 Institution 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 and implement
a recall procedure that can be readily activated to assure the
medical staff of the Institutional Facility and the Pharmacy
staff that all drugs included on the recall intended for use
within the facility are returned to the Pharmacy for proper
disposition.

(6) OFF-SITE INSTITUTIONAL PHARMACY

(a) Issuance and Maintenance of Permit

1. A hospital may file a separate application
for an off-site pharmacy permit within a
separate facility bearing the same hospital
license number issued by the Alabama Department
of Public Health or the facility possessing a
pharmacy permit issued by the Board. Any such
application shall comply with all requirements
of the Alabama Pharmacy Practice Act or
applicable rule.

(7) AUTOMATED DISPENSING SYSTEMS IN SKILLED NURSING FACILITIES



(a) Definitions: For purposes of this section only, the
terms defined in this subdivision have the meanings set forth
below:

1. “Automated dispensing system” means an
electromechanical system that performs operations or activities
related to the storage and dispensing of medications and which
is capable of collecting, controlling, and maintaining all
required transaction information and records.

2. “Emergency Medication” means any medication,
including controlled substances, ordered by a licensed
prescriber in response to a critical patient need.

3. “STAT medication” means any medication, excluding
controlled substances, ordered and added to the drug regimen of
a newly admitted patient or an existing patient that is not
available from the Managing Pharmacy in sufficient time to
prevent risk of harm to the patient that might result from a
delay in obtaining such drug.

4. “Packaging” means the preparation of medication
from bulk containers to unit-dose or unit-of-use containers
intended for individual patient administration.

5. “Managing Pharmacy” means a pharmacy physically
located in Alabama, holding a current pharmacy permit issued by
the Alabama Board of Pharmacy, and which is responsible for
supplying prescribed medications for patients in a skilled
nursing facility and for the safe operation of any automated
dispensing system used in the facility.

6."Positive identification” means the method by which
access to the medications and information contained in an
automated dispensing system in a skilled nursing 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.

(b) Authorization: A Managing Pharmacy may use an
automated dispensing system to meet the emergency medication
needs and the STAT medication needs of residents in skilled
nursing facilities. The automated dispensing system must be
located in a skilled nursing facility that holds a valid and
current contract with a Managing Pharmacy to provide pharmacy
services to that facility. The automated dispensing system shall
be considered an extension of the Managing Pharmacy.

(c) Notifying the Board of Pharmacy:

A-8



1. The Managing Pharmacy shall submit a written
request to the Board of Pharmacy for approval to use an
automated dispensing system. The Board of Pharmacy shall
determine at which future meeting the request shall be
considered. Requests must be submitted no less than 30 days
prior to the Board of Pharmacy meeting at which the request will
be considered.

2. The request for approval to use an automated
dispensing system shall include:

(i) Written policies and procedures for the automated
dispensing system specific to the automation to be used,

(ii) The name and address of the facility in which the
automation will be used,

(iii) The name and permit number of the Managing
Pharmacy,

(iv) A description of the automation (type,
manufacturer, and model) along with a description of how the
system is to be used,

(v) The specific location(s)within the facility where
the automated dispensing system will be placed, and

(vi) The date the automation will be placed into
operation. The Board of Pharmacy must be notified at least 30
days prior to use.

3. After the Managing Pharmacy has received Board
approval for utilizing an automated dispensing system, expansion
of the system in the skilled nursing home or the addition of
automated dispensing technology to an additional facility or
facilities, the Managing Pharmacy need only notify the Board of
Pharmacy of such expansion and addition. The notification to
the Board shall be submitted at least 30 days prior to use. The
Board may require additional information related to the
expansion and/or addition and, upon reviewing the notification
may, at its discretion, require approval for the expansion
and/or addition.

(d) General Requirements for Automated Dispensing Systems:

A Managing Pharmacy may utilize an automated dispensing system
provided:

1. The Supervising Pharmacist of the Managing Pharmacy
is responsible for the operation of the automated dispensing
system. There is no requirement that a pharmacist be physically
present at the site of the automated dispensing system.

However, a pharmacist of the Managing Pharmacy must have access
to the equipment and all transaction information at all times.



2. Access to the drugs and information contained
within the automated dispensing system is secured through the
use of positive identification.

3. Access to the automated dispensing system shall be
controlled by the Managing Pharmacy and shall be limited to:

(i) Licensed nurses

(ii) Licensed pharmacists

(iii) Registered pharmacy technicians

(iv) 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. Medications delivered to the skilled nursing
facility but not yet stocked into the automated dispensing
system are stored in a secure manner and in compliance with the
policies and procedures agreed upon by the Managing Pharmacy and
the leadership of the facility.

5. Restocking of the automated dispensing system shall
be limited to a licensed pharmacist or a registered pharmacy
technician of the Managing Pharmacy, a licensed nurse of the
facility, or other licensed healthcare personnel approved by the
Board of Pharmacy.

6. A pharmacist of the Managing Pharmacy conducts an
on-site physical inventory of the contents of the automated
dispensing system at least quarterly.

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 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 Managing Pharmacy, the
facility’s Medical Director, and appropriate nursing leadership
of the facility.

8. The name and quantity of medications and products
kept in the automated dispensing unit shall be agreed upon by
the Managing Pharmacy, the facility’s Medical Director, and
appropriate nursing leadership of the facility.

(e) According to the Institute for Safe Medication

Practices, topics to consider for the safe use of automated
dispensing systems include:
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1. Choose a location with good lighting, temperature
control, sufficient space, and which minimizes distractions and
errors.

2. Address security related issues such as access,
assigning of passwords, prohibition of password sharing or
recycling, blind counts, and resolution of discrepancies.

3. Electronic patient profiles and electronic
medication administration record should be used to minimize the
risk of medication errors.

4. Information on the computer monitor for use by the
caregiver should include the patient’s name, a second
identifier, allergies, drug interactions, brand and generic drug
names, TALLman lettering, and the location of the drug within
the cabinet.

5. Address inventory issues, such as criteria to add
or delete drugs, the avoidance of bulk drug containers, setting
of minimum and maximum quantities to be stocked, and frequency
of audits.

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

7. Withdrawals should be limited to profiled drugs,
except in case of an emergency.

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

9. Medications being transported after withdrawal from
an automated dispensing system should remain in their unit dose
package until just prior to administration.

10. If medications for more than one patient are being
removed from the automated dispensing system at the same time,
each patient’s medications should be segregated and clearly
labeled by individual patient.

11. Staff using the automated dispensing system is

educated and can demonstrate competency for the proper use of
the cabinet, including downtime procedures.
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12. Steps to take in case of unexpected malfunctions,
including trouble shooting and repairs, should be addressed.

13. A timeframe should be specified within which
discrepancies will be resolved.

14. Address the mechanism by which and the timeframe
within which a user’s access will be removed when the user
should no longer have access to contents or information in the
automated dispensing system.

(f) Reports: Records of automated drug system transactions
shall be retained by the Managing Pharmacy for the same period
of time as required for retention of prescription records. These
records shall be readily retrievable and printed copies of such
records shall be available within two business days upon request
by the Board of Pharmacy or its representatives.

(g9) The Board of Pharmacy must approve policies and
procedures for the operation of the automated drug system. A
copy of the policies and procedures shall be maintained at the
location of the automated dispensing system and at the Managing
Pharmacy and shall be available for inspection at all times.

(h) The Board of Pharmacy shall not approve an automated
dispensing system for use in a skilled nursing facility for the
purpose of compounding, packaging, or labeling of medications.

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

(8) EMERGENCY DISPENSING FOR INSTITUTIONAL FACILITIES

Due to the SARS-CoV-2 pandemic, Institutional Facilities in
Alabama are faced with situations of treating patients with
Metered Dose Inhalers and/or other necessary related
medications. After the initial treatment, if the patient is not

allowed to retain the medication, it must be discarded thereby
causing possible shortages and waste of the remaining drug.
Therefore, in order to prevent shortages and waste and ensure
continuity of care, the Board adopts the following emergency
rule,.

(a) “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.

(b) Requirements for “Emergency Dispensing” labeling must
include, but is not limited to:
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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.
(c) “Emergency Dispensing” may be utilized for the _
following medications:

1. Metered Dose Inhalers
2. -~ Medications deemed necessary with Board approval
(d) Ability to perform Emergency Dispensing under

this rule shall expire one hundred twenty (120) days
after the effective date of this rule or when the
Governor proclaims the termination of the state’s
public health emergency related to the SARS-CoV-2
pandemic, whichever is sooner. The effectiveness of
this rule may be extended by the order of the
Governor.

Author: James S. Ward, Board Attorney

Statutory Authority: Code of Ala. 1975, §§34-23-92.

History: Filed November 6, 1987; Effective January 1, 1988.
Amended: July 6, 1993; Effective January 1, 1994. Amended:
Filed August 6, 1993. Amended: Filed February 13, 1997;
effective March20, 1997. &Amended: Filed September 20, 1999;
effective October 25, 1999. BAmended: Filed April 3, 2003;
effective May8, 2003. Amended: Filed September 22, 2009;
effective October 27, 2009. Amended: Filed January 30, 2012;
effective March5, 2012. Amended: Filed April 14, 2015;
effective Mayl9, 2015. Amended: Filed June 8, 2016; effective
July 23, 2016. Amended: Filed August 23, 2019 effective October
7, 2019. Emergency Amended: Filed April 2. 2020 effective until

July 31, 2020
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