FACILITY STANDARDS FOR PHARMACIES
February 2008

General Requirements.

(a)

®)

(©)

(d)

(e)

®

Each pharmacy is of sufficient size to allow for the safe and proper storage of prescription drugs and for the
safe and proper compounding and/or preparation of prescription drug orders.

There is a minimum of three linear feet by a minimum of 18 inches in depth of counter working space for
each pharmacist or intern compounding or filling prescriptions at the same time.

The prescription department and all areas where drugs are stored are well lighted, well ventilated, dry, and
maintained in a clean and orderly condition. Walls, floors, ceilings, and windows are clean and in general
good repair and order.

Each pharmacy has a sink with hot and cold running water within the pharmacy and maintained in a
sanitary condition.

There are refrigeration facilities with a thermometer in the prescription department for the proper storage of
drugs requiring refrigeration. Temperatures in the refrigerator are maintained within United States
Pharmacopeia standards.

The temperature of the pharmacy is maintained within a range compatible with the proper storage of drugs.

Equipment and Supplies.

(@)

(®)

All pharmacies have in their possession the equipment and supplies necessary to compound, dispense,
label, administer and distribute drugs and devices. The equipment is in good repair and is available in
sufficient quantity to meet the needs of the practice of pharmacy conducted therein.

All equipment is kept in a clean and orderly manner. Equipment used in the compounding or preparation
of prescription drug orders (counting, weighing, measuring, mixing, stirring, and molding equipment) is
clean and in good repair.

Library. A reference library is maintained which includes the following:

M
@

A current copy of the Alaska Pharmacy Statutes and Regulations.

At least one current or updated reference (hard-copy or electronic media) from each of the following
categories:

(A) Patient information — examples are;
(i) USP Dispensing Information; or
(i) Patient Drug Facts; or
(iif) reference text or information leaflets which provide patient information.
(B) General information — examples are;
(i) Facts and Comparisons; or

(i)  USP Dispensing Information, Volume I (Drug Information for the Healthcare Provider);
or

(iii) Remington’s Pharmaceutical Sciences.
(C) Clinical Information — examples are;
(i) AHFS Drug Information; or
(ii) Micromedex; or

(iii) Clinical Pharmacology; or
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(iv) reference material pertinent to the practice setting.
(3) The telephone number of the nearest poison control center is readily available,
This pamphlet is prepared by the Alaska Board of Pharmacy to establish guidelines on facilities, reference materials,

equipment, supplies and other matters. Professional conduct by a licensee includes adherence to these guidelines.
See 12 AAC 52.400.
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STERILE PHARMACEUTICALS
February 2008

Scope and Purpose.

The purpose of this pamphlet is to provide standards for the preparation, labeling, and distribution of sterile products
by pharmacies, pursuant to or in anticipation of a prescription drug order. These standards are intended to apply to
all sterile products, notwithstanding the location of the patient (eg. home, hospital, extended care facility, hospice,
practitioner’s office).

Definitions.

(a) “Biological Safety Cabinet” — a containment unit suitable for the preparation of low to moderate risk agents
where there is a need for protection of the product, personnel and environment, according to National
Sanitation Foundation (NSF) Standard 49,

(b) “Class 100 Environment” — an atmospheric environment which contains less than 100 particles 0.5 microns
in diameter per cubic foot of air, according to Federal Standard 209D.

(c) “Cytotoxic” — a pharmaceutical that has the capability of killing living cells.

(d) “Parenteral” — a sterile preparation of drugs for injection through one or more layers of the skin.

(e) “Sterile Pharmaceutical” — dosage form free from living micro-organisms (aseptic).

Policy and Procedure Manual.

(@) A policy and procedure manual is prepared and maintained for the compounding, dispensing, and delivery
of sterile pharmaceutical drug orders. The manual is reviewed and revised as necessary on an annual basis
by the pharmacist-in-charge and is available for inspection at the pharmacy.

(b) The manual includes policies and procedures, as applicable, for:

(1) Clinical services;
(2) Sterile product handling, preparation, dating, storage and disposal;
(3) Major and minor spills of cytotoxic agents;
(4) Disposal of unused supplies and medications;
(5) Drug destruction and returns;
(6) Drug dispensing;
(7) Drug labeling;
(8) Duties and qualifications for professional and nonprofessional staff;
(9) Equipment use and maintenance;
(10) Handling of infectious waste pertaining to drug administration;
(11) Infusion devices and drug delivery systems;
(12) Training and orientation of professional and non-professional staff commensurate with the services
provided;
(13) Dispensing of investigational medications;
(14) Quality control and quality assurance;
(15) Recall procedures;
(16) Infection control;
(17) Suspected contamination of sterile products;
(18) Orientation of employees to sterile technique;
(19) Sanitation;
(20) Security; and
(21) Transportation.

Physical Requirements.

(@)

The pharmacy designates an area for the preparation of sterile products that is functionally separate from
areas for the preparation of non-sterile products and is constructed to minimize traffic and airflow
disturbances. It is used only for the preparation of these specialty products. It is of sufficient size to
accommodate a laminar airflow hood and to provide for the proper storage of drugs and supplies under
appropriate conditions of temperature, light, moisture, sanitation, ventilation, and security.
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@

The pharmacy preparing parenteral products has:
(1) Appropriate environmental control devices capable of maintaining at least a Class 100 environment
condition in the workspace where critical objects are exposed and critical activities are performed;

furthermore, these devices are capable of maintaining Class 100 environments during normal
activity;

(2) When cytotoxic drug products are prepared, appropriate environmental control also includes
appropriate biological safety cabinets;

(3) Sink with hot and cold running water which is convenient to the compounding area for the purpose
of hand washing prior to compounding;

(4) The designated area shall have hard cleanable surfaces, walls, floors and ceilings;

(5) Appropriate disposal containers for used needles, syringes, etc. and if applicable, for cytotoxic waste
from the preparation of chemotherapy agents and infectious wastes from patient’s homes;

(6) Refrigerator/freezer with thermometer;

(7) Temperature controlled delivery container, if appropriate;

(8) Infusion devises, if appropriate;

(9) Supplies adequate to maintain an environment suitable for the aseptic preparation of sterile products.
Laminar flow hood certification (or clean room certification, if applicable) are conducted at least every six
months by an independent contractor according to Federal Standard 209B or National Sanitation
Foundation 49 for operational efficiency. These reports are maintained for at least two years. In addition,
prefilters are replaced on a regular basis and the replacement date documented.

The pharmacy has current reference materials related to sterile products. These reference materials will

contain information on stability, incompatibilities, preparation guidelines, and the handling of
chemotherapy drug products.

Personnel.

(@

®)

All personnel participating in the preparation and/or dispensing of compounded sterile pharmaceuticals are
trained in this specialized function, including the principles of aseptic technique. All duties and
responsibilities of personnel are consistent with their training and experience.

Pharmacies providing parenteral products to non-hospitalized patients have a pharmacist accessible twenty-
four hours per day to respond to patient’s and other health professional’s questions and needs.

Drug Distribution and Control.

(a)

(®)

(©)

(@

In addition to labeling required for all dispensed prescription drug orders, the labeled container of a sterile
pharmaceutical bears the expiration date of the preparation based upon published data.

Delivery Service. The pharmacist-in-charge assures the environmental control of all products shipped.
Therefore, any compounded sterile pharmaceutical is shipped or delivered to a patient in appropriate
temperature controlled (as defined by United States Pharmacopeia Standards) delivery containers and
stored appropriately in the patient’s home or outpatient location.

Disposal of Infectious/Hazardous Waste. The pharmacist-in-charge is responsible for assuring there is a
system for the disposal of cytotoxic waste and infectious waste in a manner so as not to endanger the public
health.

Emergency Kit. When sterile pharmaceuticals are provided to home care patients, the pharmacy may

supply the licensed nurse with emergency drugs, if the prescribing practitioner has authorized the use of
these drugs by a protocol for use in an emergency situation (e.g. anaphylactic shock).
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Cytotoxic Drugs.

The following additional requirements are necessary for those pharmacies that prepare cytotoxic drugs to assure the
protection of the personnel involved:

(a)

(b)

©

(d)
(e)

®

All cytotoxic drugs are compounded within a vertical flow, Class II, Biological Safety Cabinet. Policy and
procedures are developed for the cleaning of the laminar airflow hood between compounding cytotoxic
drugs and other parenteral products, if applicable.

Protective apparel is worn by personnel compounding cytotoxic drugs. This includes disposable gloves and
gowns with tight cuffs.

Appropriate safety and containment techniques for compounding cytotoxic drugs are used in conjunction
with the aseptic techniques required for preparing sterile products.

Disposal of cytotoxic waste complies with all applicable local, state, and federal requirements.

Written procedures for handling both major and minor spills of cytotoxic agents are developed and
included in the policy and procedure manual.

Prepared doses of cytotoxic drugs are dispensed, labeled with proper precautions, and shipped in a manner
to minimize the risk of accidental rupture of the primary container.

Patient Training.

If appropriate, the Pharmacist demonstrates or documents the patient’s training and competency in managing the
type of therapy provided by the Pharmacist to the patient in the home environment. A pharmacist is involved in the
patient training process in any area that relates to drug compounding, labeling, storage, stability, or incompatibility.
The Pharmacist is responsible for seeing the patient’s competency in the above areas is reassessed on an ongoing

basis.

Quality Control and Quality Assurance Procedures.

(@)

(®)

Quality Control. There is a documented, ongoing quality control program that monitors and evaluates
personnel performance, equipment and facilities. Procedures are in place to assure the pharmacy is capable
of consistently preparing pharmaceuticals which are sterile and stable. Quality control procedures include,
but are not limited to, the following:

(1) recall procedures;
(2) storage and dating;
(3) documentation of appropriate functioning of refrigerator, freezer, and other equipment;

(4) documentation of aseptic environmental control device certification and the regular replacement of
prefilters;

(5) aprocess to evaluate and confirm the quality of the prepared pharmaceutical product; and

(6) if bulk compounding of parenteral solutions is performed utilizing non-sterile chemicals, extensive
end product testing is documented prior to the release of the product from quarantine. This process
includes appropriate tests for particulate matter and pyrogens.

Quality Assurance.

(1) There is a documented, ongoing quality assurance program for monitoring and evaluating personnel
performance and patient outcomes to assure efficient drug delivery, patient safety, and positive
patient outcomes.

(2) There is documentation of quality assurance audits at regular, planned intervals which may include
infection control, sterile technique, delivery systems/times, order transcription accuracy, drug
administration systems, adverse drug reactions, and drug therapy appropriateness.

(3) A plan for corrective action of problems identified by quality assurance audits is developed which
includes procedures for the documentation of identified problems and action taken.
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(4) A periodic evaluation of the effectiveness of the quality assurance activities is completed and
documented.

This pamphlet is prepared by the Alaska Board of Pharmacy to establish guidelines for a pharmacy or pharmacist

that prepares or dispenses sterile pharmaceuticals. Professional conduct by a licensee includes adherence to these
guidelines. See 12°AAC 52.430.
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GOOD COMPOUNDING PRACTICES
February 2008

A pharmacist may compound drugs in limited quantities before receiving a valid prescription drug order if
the pharmacist has a historical basis of valid prescription drug orders,generated, scélfg,l.y within anestablished
relatxonshlp between the¥pharmacist, a'patient, ‘and a prescribing practitioner!for the amount of ﬂrugs By

‘compounded: Compounding :drugsyin anamount above! that for which there is a historical basis is
Tconsidered manufacturing.

Compounding includes the preparation
(1) according to a prescription drug order of drugs or devices that are not commercially available;

(2) of commercially available products from bulk when the prescribing practitioner has prescribed the
compounded product on a per prescription basis and the patient has been made aware that the
compounded product will be prepared by the pharmacist.

When a compounded product is to be substituted for a commercially available product, both the patient and
the prescribing practitioner must authorize the use of the compounded product. The pharmacist shall
document these authorizations on the prescription drug order or in the computerized patient medication
record. The prescribing practitioner’s authorization is in addition to signing to permit substitution on a
prescription drug order or advising verbally that substitution is permitted. The reconstitution of
commercially available products according to the manufacturer’s guidelines is permissible without notice
to the prescribing practitioner.

A pharmacist may not offer compounded drug products to prescribing practitioners, pharmacists, or
pharmacies for resale except in the course of professional practice for a prescribing practitioner to
administer to an individual patient. The distribution of inordinate amounts of compounded products
without a relationship between the pharmacist and the prescribing practitioner and patient is considered
manufacturing.

A pharmacist may receive, store, and use drug substances for compounding prescriptions that meet official
compendia requirements. A pharmacist shall use the pharmacist’s professional judgment to receive, store,
and use drug substances for compounding prescriptions not found in official compendia.

PERSONNEL

A pharmacist engaging in compounding shall maintain proficiency through current awareness and training.
Continuing education should include training in the art and science of compounding and the rules and regulations of
compounding.

COMPOUNDING FACILITIES

(a)

(b)

©

(d

(e)

A pharmacy engaging in compounding shall have a specifically designated and adequate area for the
orderly compounding of prescriptions that is maintained in a good state of repair and for the placement of
materials and equipment. There is a minimum of three linear feet by a minimum of 18 inches in depth of
counter working space for each pharmacist or intern compounding or filling prescriptions at the same time.

Bulk medications and other chemicals or materials used in the compounding of medications must be stored
in adequately labeled containers in a clean, dry, and temperature controlled area or, if required, under
proper refrigeration.

Adequate lighting and ventilation must be provided in all drug compounding areas. Potable water must be
supplied under continuous positive pressure in a plumbing system free of defects that could contribute
contamination to any compounded drug product. Adequate washing facilities, easily accessible to the
compounding area of the pharmacy must be provided. The facilities must include hot and cold water, soap
or detergent, and air-driers or single use towels.

The area used for the compounding of drugs must be maintained in a clean and sanitary condition. It must
be free of infestation by insects, rodents, and other vermin. Trash must be held and disposed of in a timely
and sanitary manner. Sewage and other refuse must be disposed of in a safe and sanitary manner.

If drug products with special precautions for contamination, such as penicillin, are involved in a
compounding procedure, appropriate measures, including either the dedication of equipment or meticulous
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cleaning of contaminated equipment prior to its use for the preparation of other drugs, must be used in
order to prevent cross-contamination.

RECORDS AND REPORTS

(a)

(b)

(©

(d)

(e)

®

(®

A pharmacist shall keep records of all compounded products for two years. The records must be readily
available for authorized inspection at the pharmacy.

A pharmacist shall ensure that there are formulas maintained electronically or manually. A formula must
include ingredients, amounts, methodology and equipment, if needed, and special information regarding
sterile compounding.

A pharmacy engaging in compounding must have written procedures for the compounding of drugs to
assure that the finished products have the identity, strength, quality, and purity they are represented to
possess. The procedures must include a listing of the components, their amounts in weight or volume, the
order of component mixing, and a description of the compounding process. The procedures must list all
equipment and utensils and the container or closure system relevant to the sterility and stability of the
intended use of the drug. The procedures must be followed in the execution of the drug compounding
procedure.

A pharmacist shall accurately weigh, measure, or subdivide as appropriate the components for drug product
compounding. The compounding pharmacist shall check these operations at each stage of the
compounding process to ensure that each weight or measure is correct as stated in the written compounding
procedures. If a component is transferred from the original container to another container, the new
container must be identified with the component name and the weight or measure.

To assure the reasonable uniformity and integrity of compounded drug products, written procedures must
be established and followed that describe the tests or examinations to be conducted on the product
compounded. The control procedures must be established to monitor the output and to validate the
performance of those compounding processes that include the following when appropriate:

(1) capsule weight variation;

(2) adequacy of mixing to assure uniformity and homogeneity;

(3) clarity, completeness, or pH of solutions;
A pharmacy engaging in compounding shall establish and follow appropriate written procedures designed
to prevent microbiological contamination of compounded drug products purporting to be sterile. The

procedures must include validation of any sterilization process.

For the purpose of compounding in quantities larger than required for immediate dispensing by a prescriber
or for future dispensing upon prescription, a pharmacy shall maintain records that include

(1) the date of preparation;

(2) the lot numbers — the lot numbers may be the manufacturer’s lot numbers or new numbers
assigned by the pharmacy. If a lot number is assigned by the pharmacy, the pharmacy shall record
the original manufacturer’s lot numbers and expiration dates, if known. If the original
manufacturer’s lot numbers and expiration dates are not known, the pharmacy shall record the
source and acquisition date of the components;

(3) the expiration date of the finished product. This date may not exceed 180 days or the shortest
expiration date of any component in the finished product unless a longer date is supported by
stability studies in the same type of packaging as furnished to the prescriber or to be stored in until
dispensing. Shorter dating than set forth in this subsection may be used if it is deemed appropriate
in the professional judgment of the responsible pharmacist;

(4) the signature or initials of the pharmacist performing the compounding;

(5) Iinitials of the person preparing each process;

(6) initials of the pharmacist supervising each process;

(7) aformula for the compounded product maintained in a readily retrievable form;
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(8) the name of the manufacturer of the raw materials;
(9) the quantity in units of finished products or grams of raw materials; and
(10) the package size and the number of units prepared.

(h) “Component” means any ingredient intended for use in the compounding of a drug product, including those
that may not appear in the product.

This pamphlet is prepared by the Alaska Board of Pharmacy to establish guidelines for a pharmacy or pharmacist on

compounding practices. Professional conduct by a licensee includes adherence to these guidelines.
See 12 AAC 52.440.
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