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10.0 Pharmaceutical Services ,

1C.1 Pharmaceutical services shall be available at all times on the’
premises. The pharmacy shall be licensed by, and operated in
accordance with, the New Jersey State Board of Pharmacy and .
shall possess a current Drug Enforcement Administration
registration and a Controlled Dangerous Substance registration
from the Department.

10.2 The facility shall maintain the organization, management, and
operation of the pharmaceutical service in accordance with a
written organizational plan which shall describe the responsibility,
authority, and accountability relationships of personnel, the func-
tional structure of the service, and the relationship of the
pharmaceutical service to other services.

10.3 A multidisciplinary Pharmacy and Therapeutics Committee shall
' be appointed by and accountable to the governing authority. The
committee shall meet at least two times a year and shall
document its activities, findings, and recommendations, as speci-
- fied in the New Jersey State Board of Pharmacy Rules,
N.J.A.C. 13:39-7.15. The committee shall be responsxble for, but

not limited to, the following:

10.3.1 With the director of the pharmaceutical service, development of
policies and procedures, approved by the governing autherity, and
documentation of their annual review. These policies and proce-
dures shall govern evaluation, selection, obtaining, dispensing,
storage, distribution, administration, use, control, accountability,
and safe practices pertaining to all drugs used in the treatment of
patients;

10.3.2 Development and annual review and approval of a current formu-
lary of drugs for use in the facility. The formulary shall be
available to at least nursing personne! and the medical staff;

10.3.3 Provision of consultation and in-service education to at least the
medical staﬁ, nursing personnel, and the director of the pharma-
ceutical service concerning the choxce of drugs used in the

facility;

10.3.4 Review of the reports of the director of the pharmaceutical
service; and

10.3.5 Submission of a report to the governing authority and the medical
staff in accordance with the facility's policies and procedures.

10.4 Policies and procedures shall ensure that the right drug is
: administered to the right patient in the right amounts and at the
right times. Policies and procedures shall include, but not be

limited to, the following:

10.4.1. Specification of a unit dose drug distribution system. (Note: All
facilities shall have a unit dose drug distribution system within
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two vears of the adoption of these standards.) Policies and
procedures for the unit dose drug distribution system shall
include, but not be limited to, the following:

Each patient shall have his or her own medications, labeled with
his or her name and room number. Each unit dose of medication
shall be labeled to include the generic-name, trade name (if
appropriate), and strength of the drug, dose, manufacturer's name
and expiration date, and lot number or reference code.
Cautionary instructions shall appear on the patient's medication
administration record (MAR);

Delivery and exchange of patient medications shall occur as
scheduled. Patient medications shall be exchanged at least once a
day. No more than a 24-hour supply of doses shall be delivered to
or available in the patient care area at any time; and

There shall be provisions for noting additional information, such
as special times or routes of administration and special precau-
tions;

Methods for procuring drugs on a routine basis, in emergencies,
and in the event of disaster;

Policies and procedures, approved by the Pharmacy and Therapeu-
tics Committee in accordance with the standards in this manual,
regarding emergency kits and emergency carts, including the
following:

Approval of their locations and contents;

Provision. for pediatric doses in areas of the facility where
pediatric emergencies may occur, including, but not limited to,
the pediatric service, the emergency room, and the operating
room;

Determination of the frequency of checking contents, including
expiration dates;

Approval of the assignment of responsibility for checking con-
tents; and

Ensuring that emergency kits are secure but are not kept under
lock and key; - :

A policy and procedures, approved by the medical staff of the
facility, to ensure that all medications are ordered in writing,
that the written order specifies the name of the drug, dose,
frequency, and route of administration, that the order is signed
and dated by the prescriber, and that all medications are
administered by licensed or authorized personnel, in accordance
with the laws of the State of New Jersey;
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Policies and procedures regarding the clarification of orders,
including & definition of "clarification;"

A policy that only a pharmacist, or pharmacy personnel other than
a pharmacist and under the direction and supervision of a
pharmacist, shall compound, prepare, label, or dispense drugs,
make labeling changes, or transfer drugs to different containers.
Pharmacy personnel other than the pharmacist while performing
these functions shall be within view of the pharmacist, who shall
check prior to and upon completion of the person's performance;

A definjtion and policies and procedures for doses of drugs that
may be calculated and administered by licensed practical nurses,
according to directions on an auxiliary label supplied by the
pharmaceutical service. A licensed practical nurse may:

Administer drugs orally, subcutaneously, and intramuscularly,
according to the unit dosage labeling;

Administer drugs that require uncomplicated calculations; and

Administer fractional doses that have been precalculated when
the dose to be administered is noted on the vial or container;

Policies and procedures for drug administration, including, but not
limited to, the following:

Specification of additional information and training required for
personnel who administer toxic or dangerous drugs (such as
chemotherapeutic agents, investigational drugs, or drugs
administered intravenously or by clysis), or who administer
approved drugs for unapproved uses, new dosage forms, or any
unusual or new drug requiring ancillary precautions; and

Establishment of the times for administration of drugs prescribed,
for example, q.d., b.i.d., t.i.d., and q.i.d. (one, two, three, and
four times a day);

If facility policy permits, policies and procedures regarding self-
administration of drugs, including, but not limited to, the follow-
ing:

A requirement that self-administration be permitted only upon a
written order of the prescriber;

Storage of drugs;
Labeling of drugs;

Methods for documentation in the patient's medical record of
self-administered drugs;

Assistance in training and education of patients in self-
administration and the safe use of drugs; and
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Establishment of precautions and policies and procedures so.that
patients do not share their drugs or take the drugs of another
patient; ’

If facility policy permits, policies and procedures regarding the
previously acquired drugs of patients. A written order signed by
the prescriber shall be required for the administration of such
drugs. The drugs shall be given to the pharmacist for identifica-
tion of contents and dispensing origin, and for relabeling for use in
the facility;

Policies and procedures regarding drugs brought into the facility
by a patient and not authorized in writing by the prescriber;

If facility policy permits, procedures regarding release of drugs to
patients upon discharge. Drugs shall be released only on the
written order of the prescriber, and shall be relabeled and
repackaged by the pharmacist, in accordance with the New Jersey
State Board of Pharmacy Rules. Released drugs shall be
documented in the patient's medical record, in accordance with
facility policy;

Policies and procedures for documenting and reviewing adverse
drug reactions, medication errors, and drug defects, including, but
not limited to, the following:

Adverse drug reactions and/or allergies shall be documented in
the patient's medical record and on its outside front cover; and

Medication errors and adverse drug reactions shall be orally
reported immediately to the charge nurse and the prescriber. By
the end of the shift, the director of the ‘pharmaceutical service,
the nursing supervisor, and the director of the nursing service
shall be notified, an entry made in the patient's medical record,
and an incident report completed. As determined by facility
policy, incident reports shall be reviewed by the Pharmacy and
Therapeutics Committee or by another specified committee, or
its equivalent, with the participation of the director of the
pharmaceutical service or his or her designee;

Policies and procedures for unused drugs, including, but not
limited to, the following:

Drugs in opened containers, in containers with broken seals, or in
containers missing drug source and exact identification (e.g.,
control lot number) shall be returned to the pharmacy to be
relabeled, replaced, disposed of, or immediately destroyed in
accordance with the New Jersey State Board of Pharmacy Rules;

Drugs in unopened containers and in unit dose packages which
have seal and exact identification intact may be redispensed; and

In all areas of the facility where drugs are dispensed,
administered or stored, a record shall be made of any controlled
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substances that are wasted, either by accident or inteni. This
record shall be signed by the person responsible, any witnesses,
and by the nursing supervisor if nursing personne] wasted the

substance, and returned to the pharmacy with a written explana-

tion;
Policies and procedures concerning drug repackaging;

Policies and procedures for ensuring the immediate delivery of
stat. doses. Stat. (statim) shall mean immediately;

Policies and procedures to ensure the provision of pharmaceutical
services at all times. Drugs shall be removed from the pharmacy
in accordance with the New Jersey State Board of Pharmacy
Rules;

If facility policy permits, policies and procedures for the use of
floor stock drugs. A list shall be maintained of floor stock drugs

-and their amounts stored throughout the facility;

Policies and procedures regarding outpatient prescriptions, includ-

ing, but not limited to, prescription labeling, profiles, and record
storage, in accordance with the New Jersey State Board of
Pharmacy Rules;

Policies and procedures for stop orders, 1nclud1ng, but not limited
to, the following:

The length of time orders may be in effect;

A policy for control of drugs, including intravenous infusion
solutions, not specifically limited as to duration of use or number
of doses when ordered;

Automatic stoppage of a patient's drugs as of the time of day
specified by facility policy, on the day the patient undergoes
surgery, unless otherwise specified by the prescriber; and
Notification of the prescriber by specified personnel and within a
specified period of time prior to the expiration of a drug order to
ensure that the drug is discontinued if no specific renewal is
ordered. The prescriber shall rewrite the specific drug orders for
postoperative medication, including name of the drug, dose,
frequency, and route of administration;

Policies and procedures to control the administration of toxic and
dangerous drugs, including narcotics, sedatives, anticoagulants,
antibiotics, oxytocics, corticosteroid products, and intravenous’
infusion solutions;

Policies and procedures for the use of parenterals, including, but
not limited to, the following:
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Safety measures for the preparation, sterilization, and admixture
of intravenous infusjon sclutions. These shall be prepared only by
a pharmacist or by pharmacy personnel under the direction and
supervision of a pharmacist, and under a laminar air flow hood
except in patient care areas specified by facility policy.
Pharmacy personnel other than the pharmacist while performing
these functions shall be within view of the pharmacist, who shall
check prior to and upon completion of the person's performance;

Documented quality control measures for laminar air flow hoods
shall include cleaning of -the equipment used on each shift,
microbiological monitoring as required by the Infection Control
Committee, or its equivalent, and checks at least every 12 months
for operational efficiency;

The facility shall have a centralized intravenous infusion admix-
ture service operated by the pharmaceutical service. If the
preparation, sterilization, and labeling of parenteral medications
and solutions are performed in the exempt areas within the
facility, as specified by facility policy, but not under direct
supervision of a pharmacist, the director of the pharmaceutical
service shall be responsible for providing written guidelines and
for approving the procedures; and

Labeling of intravenous infusion solutions, such that a
supplementary label is affixed to the container of any intravenous
infusion solution to which drugs are added. The label shall
include the patient's name and location; the name of the solution;
the name and amount of the drug(s) added; the date and time of
the addition; the date, time, and rate of administration; the name
or initials of the pharmacy personnel who prepared the adm1xture-
the name, initials, or identifying code of the pharmacist who
prepared or supervised preparation of the admixture; supple-
mental instructions, including storage requirements; and the ex-

- piration date of the solution;

If facility policy permits, policies’ and procedures for drug re-
search and the use of investigational drugs, in accordance with
Federal and State regulations, including, but not limited to, the
following:

The use, storage, control, and distribution of investigational
drugs. The pharmacy shall be accountable for drug storage,
control, and distribution;

Authorization of personnel who shall administer investigational
drugs;

Procedures for notification of personnel who administer investi-
gational drugs, or who have patients receiving them, that the
drugs are approved for investigational purposes;

Procedures for the provision of information to personnel concern-
ing investigational drugs, including their side effects, actions,
uses, and symptoms of toxicity;






































