PROPOSED REGULATION OF THE
STATE BOARD OF PHARMACY
L CB File No. R116-08

July 3, 2008

EXPLANATION — Matter in italicsis new; matter in brackets [emitted-material] is material to be omitted.

AUTHORITY: 881-7, NRS 639.070 and 639.071.

A REGULATION relating to pharmacy; revising provisions governing the duties of a pharmacist
employed by or contracted with asurgical center for ambulatory patients; revising the
requirements of certain reports by a pharmacist employed by or contracted with a
surgical center for ambulatory patients; revising certain requirements for policies and
procedures which must be established by a pharmacist employed by or contracted with
asurgical center for ambulatory patients; and providing other matters properly relating
thereto.

Section 1. Chapter 639 of NAC is hereby amended by adding thereto the provisions set
forth as sections 2 to 6, inclusive, of this regulation.

Sec. 2. Asusedin NAC 639.4992 and 639.4996 and sections 2 to 6, inclusive, of this
regulation, unless the context otherwise requires, the words and terms defined in sections 3, 4
and 5 of thisregulation have the meanings ascribed to them in those sections.

Sec. 3. “Compounding” hasthe meaning ascribed to it in NRS 639.0053.

Sec. 4. “Drug” hasthe meaning ascribed to it in NRS 639.007.

Sec. 5. “Investigational drug” hasthe meaning ascribed to it in NAC 639.455.

Sec. 6. A pharmacist employed by or contracted with a surgical center for ambulatory

patients pursuant to NAC 639.4996 shall:

1. Vidtthesurgical center at least once each month to:
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(a) Evaluate the effectiveness of the policies and procedures established pursuant to NAC
639.4996; and

(b) Confirm that the surgical center is complying with those policies and procedures, the
provisions of this section and NAC 639.4996;

2. Maintain documentation of each visit that the pharmacist makes pursuant to
subsection 1;

3. Conduct a performance audit at least once each month using a random selection of
records of the surgical center, including, without limitation, records of patients and records
relating to the purchasing, storing, administering and dispensing of drugs and investigational
drugs, to determine whether:

(a) Drugsand investigational drugs are administered in a safe and effective manner in
accordance with accepted standards of practice and the specifications of the manufacturer;

(b) Drugsand investigational drugs are diluted in accordance with accepted standards of
practice or pursuant to the specifications of the manufacturer;

(c) Drugsandinvestigational drugswhich arein vials designated by the manufacturer for
a single use are administered to not more than one patient and administered not more than 1
hour after theinitial breach of thevial;

(d) Drugsand investigational drugswhich arein vials designated by the manufacturer for
more than one use are administered not more than 28 days after the initial breach of the vial;
(e) The employees of the surgical center properly maintain accurate recordsrelating to

drugs and investigational drugs; and

(f) The employees of the surgical center properly monitor and maintain the perpetual

inventory required pursuant to paragraph (d) of subsection 1 of NAC 639.4996; and
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4. Submit awritten report, including, without limitation, a written explanation, to the
Board not later than 5 business days after the pharmacist determines that:

(&) Thesurgical center isviolating a state or federal law which affects the care and safety
of a patient;

(b) Thereisadiscrepancy of 5 percent or more between the actual quantity of a controlled
substance in the possession of the surgical center and the amount of the controlled substance
that should bein the possession of the surgical center according to the records of the surgical
center, including, without limitation:

(1) Purchaseordersand invoicesfor the controlled substance;

(2) Recordswhich indicate the removal of the controlled substance from the storage
ares;

(3) Patient records,

(4) Recordswhich indicate thereturn of the controlled substance to the manufacturer;

(5) Recordswhich indicate that the controlled substance was destroyed; and

(6) Any other record for the controlled substance;

(c) Thesurgical center hasintentionally or recklessly failed to create or maintain a record
required by the policies and procedures established pursuant to NAC 639.4996;

(d) Thesurgical center isadministering a drug or an investigational drug in violation of
accepted standards of practice or the specifications of the manufacturer; or

(e) Thesurgical center isengaged in a practice which endangersthe health, safety or
welfare of a patient or employee of the surgical center.

Sec. 7. NAC 639.4996 is hereby amended to read as follows:
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639.4996 1. A surgical center for ambulatory patients shall employ or enter into a contract
with a pharmacist to establish policies and procedures which fare} :

(a) Are consistent with the policies and procedures devel oped pursuant to NAC 639.477 ;

accordance with the provisions of NAC 639.485;

(c) Addressthe purchase, storage, maintenance of records, administration and dispensing
of drugs and investigational drugs,

(d) Require maintenance of a perpetual inventory of all controlled substances,

(e) Prescribethe procedure for quarantining and destroying drugs and investigational
drugsthat are expired, adulterated, mislabeled or otherwise unsafe for human use;

(f) Requirethe storage of drugs and investigational drugsin accordance with the
specifications of the manufacturer;

(g) Ensurethat the surgical center dispenses drugs and investigational drugsin
accordance with applicable state and federal laws;

(h) Ensurethat all compoundingis:

(1) Performed by a registered pharmacist in accordance with the provisions of this

chapter and chapter 639 of NRS; or
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(2) If performed by an employee of the surgical center, other than a registered
pharmacist, performed:
(1) In accordance with the provisions of this chapter and chapter 639 of NRS;
(1) In alocation designated for compounding that is clean and disinfected before
each act of compounding; and
(1) By a person who has completed training for the type of compounding that will
be performed; and
(i) Require each employee and contractor who administers drugs or investigational drugs
in the surgical center to receive, at least annually, a live presentation concerning aseptic
techniques and the safe administration of medication.
2. The policies and procedures established pursuant to subsection 1 must be maintained,
Fperiodicathy} reviewed at least annually, and dated upon adoption and amendment.

3. The pharmacist employed by or contracted with a surgical center for ambulatory

patients pursuant to subsection 1 fshat-
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federaHaw-explaining-the-basisfor-his-determination} may establish the policies and

procedures required pursuant to that subsection with the assistance of a practitioner or an

employee or contractor of the surgical center.
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