BOARDS AND COMMISSIONS
Board of Pharmacy
(New Administrative Regulation)

201 KAR 2:311. Compounding for a practitioner's office or institutional
administration.

RELATES TO: KRS 315.191(1)(a).

STATUTORY AUTHORITY: KRS 315.191(1)(a)

NECESSITY, FUNCTION, AND CONFORMITY: KRS 315.191(1)(a) requires the board
to promulgate administrative regulations to regulate and control all matters relating to
pharmacists, pharmacist interns, pharmacy technicians, and pharmacies. This administrative
regulation addresses compounding for use by a practitioner's office administration or
institutional administration.

Section 1. A pharmacist, pharmacist intern, or pharmacy technician may prepare a
compounded drug for a practitioner's office administration or institutional administration.

Section 2. A compounded drug that contains a controlled substance shall not be
compounded for office or institutional administration.

Section 3. The pharmacist shall receive a written, verbal, facsimile, or electronic request for
a compounded drug from a practitioner, indicating the formulation, strength, and quantity
ordered.

Section 4. Label Requirements. A label shall be generated for the compounded drug and
shall include:

(1) The name of the practitioner;

(2) The designated name and strength of the compounded drug;

(3) The quantity dispensed;

(4) A lot or batch number of the compounded drug;

(5) The beyond use date for the compounded drug;

(6) The date the compounded is dispensed;

(7) The pharmacy's name, address, and telephone number;

(8) Any special storage requirements;

(9) A notation stating "For Office or Institutional Administration Only-Do Not Dispense

to Patient;

(10) Any auxiliary label required for the compounded drug.

Section 5. The compounded drug shall be administered in the practitioner's office or
institution and shall not be dispensed to the patient.

Section 6. The prescription for the compounded drug shall be kept pursuant to 201 KAR
2:170.

NAME, Title
NAME, Title

APPROVED BY AGENCY: Date

PUBLIC HEARING AND COMMENT PERIOD: A public hearing on this
administrative regulation shall be held on Month ##, 2020, at time, at location of the
meeting. Individuals interested in being heard at this hearing shall notify this agency in
writing by five workdays prior to the hearing, of their intent to attend. If no notification of
intent to attend the hearing was received by that date, the hearing may be cancelled. A
transcript of his hearing will not be made unless a written request for a transcript is made. If



you do not wish to be heard at the public hearing, you may submit written comments on the
proposed administrative regulation. Written comments shall be accepted until Month ##,
2020. Send written notification of intent to be heard at the public hearing or written
comments on the proposed administrative regulation to the contact person.

CONTACT PERSON: Name, title, full address, phone, fax, and email for the contact.
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