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ARGB| | RIE | s (4364) Haloperidol tablet(Sandoz) , Haldol
'Ijéf' injection(Ortho-McNeil-Janssen
W Pharmaceuticals, Inc.)
7 and associated names
;E C ZNEE « 2N Haloperidol is indicated for use in the
2% M4 management of manifestations of
?) psychotic disorders. Haloperidol is
7 G .. .
N % indicated for the control of tics and vocal
Z utterances of Tourette’s Disorder in
iﬁﬁ; children and adults. Haloperidol is

effective for the treatment of severe
behavior problems in children of
combative, explosive hyperexcitability
(which cannot be accounted for by
immediate provocation). Haloperidol is
also effective in the short-term treatment
of hyperactive children who show
excessive motor activity with
accompanying conduct disorders
consisting of some or all of the following

symptoms: impulsivity, difficulty
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sustaining attention, aggressivity, mood
lability, and poor frustration tolerance.
Haloperidol should be reserved for these
two groups of children only after failure to
respond to psychotherapy or medications

other than antipsychotics.

Mk - &

Oral Administration

Initial Dosage Range

Adults

Moderate Symptomatology0.5 mg to 2 mg
b.i.d. or t.i.d.

Severe Symptomatology3 mg to 5 mg b.i.d.

or t.1.d.

To achieve prompt control, higher doses
may be required in some cases.

Geriatric or Debilitated Patients0.5 mg to
2 mg b.i.d. or t.i.d.

Chronic or Resistant Patients3 mg to 5 mg
b.i.d. or t.i.d.

Patients who remain severely disturbed or
inadequately controlled may require
dosage adjustment. Daily dosages up to
100 mg may be necessary in some cases to
achieve an optimal response. Infrequently,
haloperidol has been used in doses above
100 mg for severely resistant patients;
however, the limited clinical usage has not
demonstrated the safety of prolonged

administration of such doses.

Children

The following recommendations apply to
children between the ages of 3 and 12
years (weight range 15 to 40 kg).
Haloperidol is not intended for children
under 3 years old. Therapy should begin at
the lowest dose possible (0.5 mg per day).

If required, the dose should be increased
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by an increment of 0.5 mg at 5 to 7 day
intervals until the desired therapeutic
effect is obtained. (See chart below.)

The total dose may be divided, to be given
b.i.d. or t.i.d.

Psychotic Disorders0.05 mg/kg/day to 0.15
mg/kg/day

Non-Psychotic Behavior Disorders and
Tourette’s Disorder0.05 mg/kg/day to 0.075
mg/kg/day

Severely disturbed psychotic children may
require higher doses. In severely
disturbed, non-psychotic children or in
hyperactive children with accompanying
conduct disorders, who have failed to
respond to psychotherapy or medications
other than antipsychotics, it should be
noted that since these behaviors may be
short-lived, short-term administration of
haloperidol may suffice. There i1s no
evidence establishing a maximum effective
dosage. There 1is little evidence that
behavior improvement is further enhanced

in dosages beyond 6 mg per day.

Maintenance Dosage

Upon achieving a satisfactory therapeutic
response, dosage should then be gradually
reduced to the lowest effective

maintenance level.

There is considerable variation from
patient to patient in the amount of
medication required for treatment. As
with all drugs used to treat schizophrenia,
dosage should be individualized according
to the needs and response of each patient.
Dosage adjustments, either upward or

downward, should be carried out as
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rapidly as practicable to achieve optimum
therapeutic control. To determine the
initial dosage, consideration should be
given to the patient's age, severity of
illness, previous response to other
antipsychotic drugs, and any concomitant
medication or disease state. Debilitated or
geriatric patients, as well as those with a
history of adverse reactions to
antipsychotic drugs, may require less
HALDOL (haloperidol). The optimal
response in such patients is usually
obtained with more gradual dosage
adjustments and at lower dosage levels.
Parenteral medication, administered
intramuscularly in doses of 2 to 5 mg, is
utilized for prompt control of the acutely
agitated schizophrenic patient with
moderately severe to very severe
symptoms. Depending on the response of
the patient, subsequent doses may be
given, administered as often as every
hour, although 4 to 8 hour intervals may

be satisfactory.
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JNE | Bkge4 (48%4) | Apo Haloperidol (Apotex incorporated) and

assoclated names
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No monograph on haloperidol tablets are

available on the Health Canada website.

Haloperidol Injection USP (intramuscular)
is indicated for the rapid control of the
acute manifestations of schizophrenia and

manic states. It may also be of value in the

management of aggressive and agitated

behaviour in patients with chronic brain

syndrome and mental retardation and in
the symptomatic control of Gilles de la

Tourette's syndrome.

ik - &

Haloperidol Injection USP (intramuscular)
is administered for rapid control of acute
psychotic symptoms. Dosages in the range
of 2.5 to 5.0 mg are recommended and
should be employed on a p.r.n. basis until
the desired effect is achieved.
Administration every 4 to 6 hours is
sufficient in most cases although for
resistant patients, the dosage may be
repeated as often as every hour if
required. Intramuscular administration of
high doses may be accompanied by rapid
appearance of extrapyramidal effects as
control of symptomatology is achieved.
The oral form should supplant the
injectable as soon as possible. For an
initial approximation of the total daily
dose required, the intramuscular dose
administered in the preceding 24 hours
may be used. Since this dose is only an
initial estimate, it is recommended that
careful monitoring of clinical signs and
symptoms, including clinical efficacy,
sedation and adverse effects be carried out
periodically for the first several days
following the switchover. In this way,

dosage adjustments, either upward or
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downward, can be quickly accomplished.
Depending on the patient's clinical status,
the first oral dose should be given within
12-24 hours following the last

intramuscular dose.

ik
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Mot (3€40)

Serenace(Aspen Pharma Pty Ltd)

RS

Chronic Therapy:
The management of manifestations of
psychotic disorders such as schizophrenia,

psychosis due to organic brain damage or

mental deficiency, senile psychosis, the
manic phase of manic depressive illness,

Gilles de la Tourette syndrome.

Short Term Therapy:

The treatment of acute alcoholism for the

relief of delusions, hallucinations and

confused states, and for the control of

accompanying tremulousness and

aggressive behaviour. In the treatment of

intractable nausea and vomiting
associated with radiation or malignancy
and not responding to other therapy.

Neuroleptanalgesia.

Mk -

M=

Parenteral Administration:

The solution should be inspected for
discolouration or the presence of
particulate matter prior to administration.
Each Serenace injection is a single dose
used in only one patient, and any

remaining contents should be discarded.

Agitation and aggressiveness associated
with acute psychosis: (eg. mania,
hypomania, acute schizophrenia, toxic
confusional states including delirium
tremens). 2-10 mg IM or IV initially. The

amount will depend on the patient's age,
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physical status, and severity of symptoms.
The initial dose may be given as a slow IV
injection or as a bolus. Depending on the
response of the patient, subsequent doses
may be given as often as half hourly for IV
injections or hourly for IM injections. The
total daily dose administered should not
exceed 100 mg. This treatment approach is
not without risk and high doses of
antipsychotic drugs should only be
administered to the physically healthy
adult. Appropriate precautions should be
taken in patients with a history or
evidence of such conditions as
cardiovascular disorders or epilepsy.
Parenteral total daily maintenance dose:
Once continuous therapeutic control is
achieved, there is a need to determine
maintenance dosage. As pharmacokinetic
studies to date have not addressed this
problem, it is necessary to make an
estimate by assuming plasma levels are to
be maintained, that the plasma half life of
haloperidol is approximately 24 hours, and
that the initial control is attained within
24 hours. The maintenance dose may be
calculated as half the total daily dose that
is used to achieve control. This dose can
then be given in divided doses morning
and evening. To avoid excessive plasma
levels, giving of the first maintenance dose
should be delayed if possible until 4-8

hours after the last controlling dose.

Oral total daily maintenance dose: May be
calculated in the same manner if
transferring directly from parenteral
controlling dose. A transfer from

parenteral maintenance dose to oral

10
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maintenance dose would use the same

daily dose.

Oral Administration

Adults:

Moderate Symptomatology: 1-5 mg per
day.

Severe Symptomatology: 5-15 mg per day.
Daily oral dosages should be titrated
against patient response and may be
increased up to 100 mg or occasionally
even higher. Once a satisfactory clinical
response has been achieved by the
titration method, the daily dose should be

reduced to the lowest effective level.

Geriatric or Debilitated Patients: 1-3 mg

per day is usually sufficient.

Children: For severely aggressive or
hostile children or for the rare Gilles de la
Tourette Syndrome, the initial dose should
be 1-3 mg per day and Serenace liquid is
recommended (10-30 drops). Maintenance

dose is usually 0.05 mg/kg body weight per
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X | 4 | 1) Sendelbach S, Guthrie PF. Acute confusion/delirium. Iowa City
N4 (IA): University of Iowa Gerontological Nursing Interventions
A v Research Center, Research Translation and Dissemination
£ Core; 2009 Mar. 66 p. [131 references]
2) American Medical Directors Association (AMDA). Delirium
and acute problematic behavior in the long-term care setting.
Columbia (MD): American Medical Directors Association
(AMDA); 2008. 36 p. [36 references]
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3) Truog RD, Campbell ML, Curtis JR, Haas CE, Luce JM,
Rubenfeld GD, Rushton CH, Kaufman DC, American Academy
of Critical Care Medicine. Recommendations for end-of-life
care in the intensive care unit: a consensus statement by the
American College of Critical Care Medicine. Crit Care
Med 2008 Mar;36(3):953-63. [149 references]

4) American Psychiatric Association(APA). Practice guideline:
Treatment of Patients With Delirium, 1999 May(revision 2004
August)
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1)+ Prophylactic use of haloperidol has some effect on the
duration and severity of delirium in postoperative patients who
are at intermediate or high risk of developing delirium
(Kalisvaart et al., 2005; Lonergan et al., 2007. Evidence Grade =
B2).

« Atypical antipsychotic medications reduce the severity of

delirium in elderly and/or postoperative patients (Alao &
Moskowitz, 2006; Straker, Shapiro, & Muskin, 2006. Evidence
Grade = C1).

*  Postoperative patients who receive gabapentin for managing

pain experience less delirium (Leung et al., 2006. Evidence Grade
=A2).

2) Administration of medications such as antipsychotics,
antidepressants, cholinesterase inhibitors and memantine,
anticonvulsants, and anxiolytics (is recommended as drug
therapy)

3) Neuroleptic agents, such as haloperidol, are effective at

reducing delirium-induced agitation.

4) Antipsychotic medications are the pharmacologic treatment of

choice in most cases of delirium because of their efficacy in the

treatment of psychotic symptoms. Haloperidol is most frequently

used because of its short half-life, few or no anticholinergic side

effects, no active metabolites, and lower likelihood of causing

sedation. Haloperidol may be administered orally or

intramuscularly, but it appears to cause fewer extrapyramidal
side effects when administered intravenously. An optimal dose
range for patients with delirium has not been determined. Initial

doses of haloperidol in the range of 1-2 mg every 2—4 hours as

needed have been used, and even lower starting doses (e.g.,

0.25-0.50 mg every 4 hours as needed) are suggested for elderly

12
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patients. Titration to higher doses may be required for patients
who continue to be agitated. Although total daily intravenous
doses in the hundreds of milligrams have been given under closely
monitored conditions, much lower doses wusually suffice.

Continuous intravenous infusions of antipsychotic medications

can be used for patients who have required multiple bolus doses of

antipsychotic medications. Initiating haloperidol with a bolus

dose of 10 mg followed by continuous intravenous infusion of 510

mg/hour has been suggested. Droperidol, either alone or followed

by haloperidol, can be considered for patients with delirium and
acute agitation for whom a more rapid onset of action is required.
The ECG should be monitored in patients receiving antipsychotic
medications for delirium, and a QTc interval longer than 450 msec
or more than 25% over baseline may warrant a cardiology
consultation and consideration of discontinuation of the
antipsychotic medication. The availability of new antipsychotic
medications (risperidone, olanzapine, and quetiapine) with their
different side effect profiles has led some physicians to use these

agents for the treatment of delirium.
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1) Not described
2) Not described
3) Not described
4) Not described

H %

1) National Collaborating Centre for Acute and Chronic
Conditions. Delirium: diagnosis, prevention and management.
London (UK): National Institute for Health and Clinical

13
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4 Excellence (NICE); 2010 Jul. 29 p. (Clinical guideline; no.
103).

2) Royal College of Physicians of London: The prevention,
diagnosis and management of delirium in older
people(NATIONAL GUIDELINES). 2006 June.

2N Short-term haloperidol or olanzapine, as indicated
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H 1) If a person with delirium is distressed or considered a risk to

% - themselves or others and verbal and non-verbal de-escalation

H& techniques are ineffective or inappropriate, consider giving

7"(&%{ short-term (usually for one week or less) haloperidol or

ﬂg olanzapine. Start at the lowest clinically appropriate dose and

\RYE;E titrate cautiously according to symptoms.

I=EN

g | 2) Use one drug only — haloperidol is currently recommended

Jf;g starting at the lowest possible dose and increasing in

Bk increments if necessary after an interval of two hours. Review

%‘;) all medication at least every 24 hours. The preferred drug is

P
haloperidol 0.5 mg orally which can be given up to two hourly.
A maximum dosage of 5 mg (orally or IM) in 24 hours is a
general guide but may need to be exceeded depending on the
severity of distress, severity of the psychotic symptoms,
weight and sex. Haloperidol can be given IM, 1-2 mg. An
alternative in patients with dementia with Lewy bodies and
those with Parkinson’s disease is lorazepam 0.5—-1 mg orally
which can be given up to two hourly (maximum 3 mg in 24
hours). If necessary, lorazepam can be given 0.5-1.0 mg IV or
IM (dilute up to 2 ml with normal saline or water) up to a
maximum of 3 mg in 24 hours.

774 | 1) Unknown

K7 |2)

A @O Han CS, Kim YK. A double-blind trial of risperidone and

14
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DR haloperidol for the treatment of delirium. Psychosomatics
if 2004; 45; 297-301.

p'a @ Breitbart W, Marotta R, Platt MM et al. A double-blind
trial of haloperidol, chlorpromazine and lorazepam in the
treatment of delirium in hospitalized AIDS patients. Am ¢/
Psychiatry 1996; 153; 231-17.

® American Psychiatric Association. Practice guideline for
the treatment of patients with delirium. Washington, DC:

American Psychiatric Association, 1999.
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Canadian Coalition for Seniors' Mental Health (CCSMH).
National Guidelines for Seniors' Mental Health: The Assessment
and Treatment of Delirium. 2006 May.

1)Although the research base in older individuals is limited,

16
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)

HE + | haloperidol continues to be a first line agent for the treatment of
3 | the symptoms of delirium in older persons.
(£ | 2)Atypical antipsychotics may be considered as alternative agents
i | as they have lower rates of extra-pyramidal signs.
%)
AE
RIS
(2B
H D
RO
R
(&
)
H 1)Initial dosages of haloperidol are in the range of 0.25mg to 0.5
1%+ | mg od-bid. The dose can be titrated as needed, and severely
i | agitated persons may require higher dosage.
(¥ | 2) Administration/Dosing Strategies: There is little evidence to
<% | guide dosing strategies in the use of atypical antipsychotics in the
H older person with delirium. Suggested initial dosing ranges in an
%+ | older person with delirium include: risperidone initiated at 0.25
# | mg od-bid, olanzapine at 1.25-2.5 mg per day, or quetiapine at
IZB | 12.5- 50 mg per day.
H D
o)
R
&
)
774 | 1) Breitbart W, Marotta R, Platt M, Weisman H, Derevenco H,
K< Grau C, et al. A double-blind trial of haloperidol,
A chlorpromazine
DR and lorazepam in the treatment of delirium in hospitalized
i AIDS patients. Am J Psychiatry 1996; 153(2): 231-7.
p'e 2) Han C, Kim Y. A double-blind trial of risperidone and
haloperidol for the treatment of delirium. Psychosomatics
2004; 45(4): 297-301.
kS
5 | 74 | Clinical Epidemiology and Health Service Evaluation Unit,
JIf | K< | Melbourne Health in collaboration with the Delirium Clinical
4 > | Guidelines Expert Working Group. Commissioned on behalf of the

17
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Australian Health Ministers’ Advisory Council (AHMAC),
by the AHMAC Health Care of Older Australians Standing
Committee (HCOASC). Clinical Practice Guidelines for the
Management of Delirium in Older People. 2006 October.

Antipsychotic medication is indicated to treat behavioural

disturbance (eg severe agitation) and/or emotional disturbance (eg

severe anxiety) in delirium when: it is causing significant distress

to the patient; it is placing them or others at risk; it is preventing
essential investigations or treatment; and the symptoms cannot

be managed using non-pharmacological methods. Antipsychotic

medications can help relieve the anxiety, fear and hallucinations

associated with delirium and produce a sedative effect, allowing

the person to rest and be receptive to care giving. However, the

over use of antipsychotic medication has the potential to be a
perpetuating factor in the course of delirium through a reduction

in ambulation, reduced oral intake and impaired communication.

E=N
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H oD
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i)

Commence at low dose, eg. Haloperidol 0.25 mg orally; or if existing

extrapyramidal signs, olanzapine 2.5 mg orally; or risperidone 0.25mg
orally.

HA
Kz
A
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A

O Australian Society for Geriatric Medicine (2005). Position
Statement No.13. Delirium in Older People. [Online]
Access 6 February 2006, from
www.asgm.org.au/documents/PositionStatementNo13 001
.pdf

@ Inouye SK, Current concepts: Delirium in Older Persons.
New England Journal of Medicine 2006. 854(11): 1157-65.
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o
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ZO3MFENBEA M, ZERZZR L, ¥ AZOHUREMNEREICE
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Guideline Clearinghouse(NGCO) D JEHEIZH 5 LAY S & BlA DK
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