Idaho State Board of Pharmacy

1199 Shoreline Ln., Suite 303 P.O. Box 83720 Boise, Idaho 83720-0067
Telephone (208) 334-2356 FAX (208) 334-3536 http://bop.idaho.gov

WHOLESALE DISTRIBUTORS & MANUFACTURERS

INSPECTION REPORT

License Number DEA Number DEA Exp. Date Inspection Date
Distributor DBA Name
Address City State Zip
Other states holding licenses or registrations: (or attach list)
Type of Inspection Hours of Operation: M - F Saturday Sunday
Name of Designated Representative Present? Yes No
VAWD Accredited? Yes No

WHOLESALER: STANDARDS C |NC|NA

Facilities where drugs are stored, warehoused, handled, held, offered, marketed, or displayed for wholesale distribution must:

01. Minimum Physical Standards. Be of suitable size, construction, and location to accommodate cleaning, maintenance, and
proper. operations;

02. Minimum Environmental Standards. Have adequate lighting, ventilation, temperature, sanitation, humidity, space, equipment,
801 |and security conditions;

03. Quarantine Area Required. Have a quarantine area for storage of drugs that are outdated, damaged, deteriorated,
misbranded, or adulterated or that are in immediate or sealed secondary containers that have been opened;

04. Maintenance Requirements. Be maintained in a clean and orderly condition; and

05. Pest Controls. Be free from infestation by insects, rodents, birds, or vermin of any kind.

WHOLESALER: FACILITY SECURITY

go2 | Facilities used for wholesale drug distribution must be secure from unauthorized entry, as follows:

01. Access from Outside. Access from outside the premises must be kept to a minimum and well controlled;

02. Perimeter Lighting. The outside perimeter of the premises must be well lighted;

03. Authorized Entry. Entry into areas where drugs are held must be limited to authorized personnel;

802 |04, Alarm Systems. Facilities must be equipped with an alarm systems to detect entry after hours; and

05. Security Systems. Facilities must be equipped with security systems sufficient to protect against theft, diversion, and record
tampering.

WHOLESALER: DRUG STORAGE REQUIREMENTS

Drugs must be stored at temperatures and under conditions required by the labeling of the drugs, if any, or by current requirements
of the USP-NF, to preserve product identity, strength, quality, and purity. Temperature and humidity recording equipment, devices,
or logs must document proper storage of drugs.

803
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WHOLESALER DRUG SHIPMENT INSPECTION REQUIREMENTS.

NC

NA

804

01. Examination on Receipt. Each shipping container must be visually examined on receipt for identity and to avoid acceptance
of drugs that are contaminated or otherwise unfit for distribution.

02. Outgoing Shipment Inspections. Outgoing shipments must be inspected to verify the accuracy and product integrity of the
shipment contents.

WHOLESALER: QUARANTINE

805

Drugs that are outdated, damaged, deteriorated, misbranded, or adulterated must be physically separated from other drugs in a
designated quarantine area until destroyed or returned to the original manufacturer or third party returns processor.

RECORDKEEPING REQUIREMENTS

806
902

Wholesalers and other entities engaged in wholesale drug distribution must establish and maintain inventories and records of
transactions pertaining to the receipt and distribution or other disposition of drugs.

806.01

Record Contents. The records must include at least:

a. The source of the drugs, including the name and principal address of the seller or transferor, and the address of
the location from which the drugs were shipped;

b. The identity and quantity of the drugs received and distributed or disposed of; and

c. The dates of receipt and distribution or other disposition of the drugs.

806.02

Records may be maintained in an immediately retrievable manner at the inspection site or in a readily retrievable
manner at a central location.

WHOLESALER: PERSONNEL

Designated Representative

807
54-1753 (4)(b)(iv)

Is employed by the applicant full time in a managerial level position;

Is actively involved in and aware of the actual daily operation of the wholesale distributor;

Is physically present at the facility of the applicant during regular business hours, except when the absence of the
designated representative is authorized including, but not limited to, sick leave and vacation leave

WHOLESALER: POLOCIES AND PROCEDURES

808
902

Wholesalers must adopt policies and procedures for the receipt, security, storage, inventory, and distribution of drugs,
including policies and procedures for identifying, recording, and reporting losses or thefts, for correcting errors and
inaccuracies in inventories, and as necessary to ensure compliance with the following

808.01

The oldest approved stock of a drug product must be distributed first except if extraordinary circumstances require a
temporary deviation

Recalls and Withdrawals. Drugs must be recalled or withdrawn upon:

808.02

a. A request by the FDA or other local, state, or federal law enforcement or other government agency, including the
Board;

b. A voluntary action by a manufacttirer to remove defective or potentially defective drugs from the market; or

c. An action undertaken to promote public health and safety by repiacing existing merchandise with an improved
product or a new package design.

808.03

Wholesalers must prepare for, protect against, and competently handle a crisis affecting the security or operation
of a facility, including a fire, flood, or other natural disaster, a strike, or other situations of local, state, or national
emergency.
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“|A manufacturer or wholesaler may y furnish non- prescription drugs only to a person or drug outlet licensed or registered
by the Board. Before furnishing non-prescription drugs to a person or drug outlet, the manufacturer or wholesaler

850
must affirmatively verify that the recipient is legally authorized to receive the non-prescription drugs.

~'-.."‘"‘ *"Il '« "* r*‘x",":’ '.a urit \;

[ Access to Controlled Substance area limited to authorized personnel |
Controlled substances stored in a safe, steel cabinet or vault that meets requirements of 21 CFR 1301.71.a
21 CFR 1301.72 | Alarm system for controlled substances transmits a signal directly to protection agency/local police upon unauthorized

Controlled Substance inventory conducted at least every twelve (12) months

' Drug product only to the premises listed on the authorized receiving person’s license or
registration. Delivery to a hospital pharmacy receiving area satisfies this requirement, provided that authorized

615.02.d = - ] . ;
receiving personnel sign for receipt at the time of dellvery.

An authorized distributor must have adequate processes in place for monitoring purchase activity of customers
and identifying suspicious ordering patterns that identify potential diversion or criminal activity related to controlled
615.04 substances such as orders of unusual size, orders deviating substantially from a normal pattern, orders for drugs that
are outside of the prescriber’s scope of practice, and orders of unusual frequency.

e
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and manner prescribed by the Board, except when d

C=COMPLIANT NC=NOT COMPLIANT  NA=NOT APPLICABLE

Comments

Compliance Officer Signature Date

Licensee’s Representative Name: Printed

Signature
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