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" DATE:  January 26, 1983

- SUBJECT: 'Implemehtation of Administfative Order.2§13
~ " Guidelines for Psychotropic Medication
App]icabi1ity:_ H ' ' L

I. It shall be the responsibi]ity~of*the=Chief_Executive}Officer'of '
‘ each State mental hospital for adults to supply each member of
the medical staff (physicians) with a copy of Department of Human
Services Administrative Order 2:13.  Each member of the medical
 staff shall sign a statement that s/he has received and reviewed -
- this Administrative Order. L e

" 1I. The following steps shall be taken by the Medical Director or _
.~ - his_designee to assure full understanding_of_these guidelines:

AL -OrganTZe-meétingé (1ectdres;.workshdps;-efc.) of the medical |
~staff devoted specifically to this subject. -~ -

" B. Assure that ‘each member of the medical staff attend at Teast '
six hours of training per year on.the topic of psychotropic-
medications. . (For example, two hours of training per quarter
may be offered so that, in particular, new physicians would
be able to benefit from the program.) e

C. Monitor compliance with the guidelines. (This can be done
' ~in a number of ways, but it would be helpful if at least
- one medical audit per year was completed on each patient
receiving psychotropic medication. Other medical staff
" committees may assist in this function.) = :

" D. Review deviations from these guidelines and assure that these

are fully justified in the medical record.

E. Provide monthly reports to the Division Director or designee .
: on the implementation of paragraphS'AQD,'above,-inc1uding'but
not limited to lists of meetings, workshops, training sessions

‘and audits. o _ ' L | ‘

F. Within 60 days of the promulgation of this Bulletin, provide a-
. report to the Division Director .or designee, describing how
compliance with Administrative Order 2:13 will.be monitored,

- and how deviations from its guidelines will be identified
- and addressed. - ' S

. RW:PK:er
attachments

A¢hard H. Wilson, Director
‘Division of Mental Health and Hospitals
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PSYCHOTROPIC MEDICATION - One m:.ch exercises d:rect effect upon t'ne T L
. Central nervous system and which is capable of ﬁmfluencmg md mch.fymg,
. behavior. Drugs mclnded in these guidelines. are: :

1. ‘anti-psychotics, such as. chlorprcmazme,

2 . ant:.-depressmts, such as :.mpramne _
| 3 aga:ts for' ccntrol ofmania anddepressmn, sueh as llt’mm

4

5

; _ant:.~amuety agents such as dlazepm

. _sedatlvas, hypnotms to prcxmte sleep such as ﬂurafzepan
_hydrochler:.de*- :

@. - 6. psydmtsr stm:l.mts such as mthylph&m.date hydrodllande.

AL Med:.cat:mshallmtbeusedas pum.si:mt mrforthecczmeme
- of staff, norasast.ﬁastlmteforotherapp:epnatetreammtor
in quantzt:ies that interfere with the patient's treatment program. -

B, Allmeélcammshallbereccrdedonmepat:.entsmedmalrecord |
andferspecifledpermdseftnme :

C. Med:.catlm shall be presm.'oed cnly on a mtten order of a phys:.cz,an
 or by emergency phicme order provided that the physician countersigns -
the order within 24 howurs. Orders written by residents end those '_
physicians practicing wnder an exemption shall be cctmters:.gned by a .
phys:.cmn hca'zsed in New ..Tersey within. 24 hours.

D. Whenever poss:.ble, a cc:mprehens:l.ve drug history snould ’be ootained
before initiating treatment. This history should include considera-
tion of the use of all drugs by the patient as well as a medical
history of cardiac, liver, renal, central nervous system and other

- disease as well as the presence of any drug allergies. Cammmication
- is essential between the physician treating the hehavioral disorder
PN and other phys:Lc:J.ans who may be treating other disease entities in -
. ' the same. pat:l.ent lf seriocus drug interacticns are to be avoided.
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This should be corralated with the patient's physical ecsmination

"znd laboratory findings. A copy of the drug history shall be sent

to the pharmacy for inclusion in the patient profile record.

1. For those patients-on long-term therapy with neuroleptic
. agents, particular attention should be paid to looking for -
‘signs of tardive dyskinesia. The risk appears to be greater
in elderly patients, espetially females. The syndrame is
characterized by rhythmical involuntary movements of the
tongue, face, mouth or jaw (e.g., protrusion of tomgue, o
iffing of cheeks, puckering mouth, chewing movements). Sare--
 times. these may be acccmpanied by involimtary movements of
- the extremities. e ' . Coe T

2. A check list for Abnomal Inyoluntaxy Movement Syndrome (ADS)

chould be in each chart on all patients or residents on ps
tropic medication. ' This should be completed on admission,
updated on the appearance of any sbnormal signs, and reviawed
' and recorded at least every three months. L
3.  Laboratory surveillance when prescribing psychotzopic drugs
-~ should consist of: ' S e Co

(@ Alm;ﬁetéjblood "

{e). 'Wide:_ screening (such as%)to asséss-' liver and ra'zal
(@ Where possible, blood plasma ar cell level of the drug
- used should be cbtained to detsrmine that a therapeutic
' (e) Electrocardiograms and electreemephalcgrm should be
Do dme'mpaMtsvﬁ.ﬁaaprevioushistoryofcardiac
 abnormalities or cemtral n&rvoussystandlsordars

T;rget symtcms and behavioral problmxs to be treated should be

recorded in the clinical record. 'These signs and symptems constitute

a baseline against which the patient's clinical .condition is evaluated
and also permit evaluation of the outcome of treatment interventions.

 Effects of medication on the target symptoms and patient behavior

chould be recorded daily for the critieally ill, weekly for the
acutely 111, and monthly for the chronically ill in the patient's
progress notes. o . :

'Adequate initial doses should be used to obtain desired results.

Concern over exceeding recommended maximum dosage or the possibility
of side effects tends to lead doctors into prescribing too little to
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Achieva optirmam results.  Mdequacy of initial docsoge has to ke
cauticusly and indivicually determiraed, - e

1. Pericds of acministration of larze doses should rot initially
 exceed one week., At times, a redication review may be. . ...
beneficial after che to three days of drug regire to cbviate .
~ quickly inapprcpriately high or low doses. - - .

2. Original periods of admm&tratmn should not a«:cee_d 30 days
. per prescription before it is ‘represcribed cn the basis of the -

patient's response.

3. An e:«:cepﬁién of this guidelme should be theoccas::.opal drug

- which should be started on a low dosage, gradually built up to L
_an adequate amownt, especially in the elderly or debilitated -

" and those patients who have exhibited reacticn to other psycho-

4. The imitial use of a psychotropic drug  ca a PRN basis is mot

" indicated aftex the first two or three weeks of treatment with
 a significant medication dosage.. | Do e

" A psychotropic drug should be administered for a sufficient period -

of time to detemmine its clinical effectiveness in each individoal
case. (Frequently, patients have been shifted fromcme drog t0
another after very short periods of administration.) In general, a

period of 3-8 weeks may be required before significant improvement: -

in clinical behavior is chserved. In acute cases, the patient's

menagenent problems may be so severe that a change in medication im -
shorter periods (less than 3-6 weeks) may be necessary: Oceasiomally, =

" even longer pericds of treatment may be needed before a change in

Dosage should be gradually reduced to the minimm maintenance dose -
after the desired clinical result is obtained and the patient’s

" condition has stabilized, -

In adults, a single daily dose of scme psychotzopic drugs may be used,
especially anti-psychotic amd anti-depressant agents, with a long half -
1ife in the body. A moming or evening schedule may be used. There

. is evidence that large single daily doses of scre psychotropic drugs

| like anti-depressants given to children may result in undue texicity,
~and therefore should not be used. With single gvening doses, R

complaints of side effects ave frequently reduced and sedative
properties may aid in sleep. lMomirg doses tay be used in patients
vio show less side effects during the daytime. However, it is
recognized that small dosages, of same leng acting drugs, tend to
czuse- less Fluctuation in plasma levels ard may be of elinizal wvalue.

- Trug holidays may be established as part of the drig dosage schedilaed
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for sare ﬁatients'; Prolonged daily- dbses_ are required for vexy few

patients and the minimm required dose shculd be individually
determined for each patient.  In the use of anti-psychotic and

- anti-depressant drugs, a drug-free period (two days, a week, etc.) B
' may be established for, each patient where this is possible. .

' In.-general, the ccnt:l.mnng dse of mtie'amciéty_"agerxts,.'for.e::aﬁple,

chlordiazepoxide and diazepam, is mot justified. The effectiveness

. of anti-arxiety agents is short lived (a few days to a few weeks)..

Prolonged use may increase drug dependence and/or a therapeutic
paradox.  The mexim for use of anti-amxiety agents might well be
that only that anxiety which markedly interfeves with human.

performance should be drug treated and then only with drugs that - f o :
- are not tolera‘nce‘ordependaace 'foming_._ o TR

If dosage levels significantly in excess of the meocimm 1isted in
the AMA Drug Evaluation, Physician's Desk Reference, or an ASHP

Formilary Services are used, the medical rationale should be docu-

merited in the patient's clinical record in accordance with written

- review procediwes established by the institutional staff. This

should include the process of informed consent given by the patient
or his guaxdian. (For example, thioridazine should not be given in

- amounts exceeding 800 milligrams daily because of the danger of
- retinopathy, unless an acceptable ratiomale is given.) -

~ Use of psychompic't’a':ugs in children z.s under contmng study. L
Gemerally, because long-term toxicity studies pertinent to the - _, -
-growing child are unavailable, most drug memufacturers and the Food -

and Dr:ugAdmmst:atmu are not recomending for children use of -

_certain psychotropic dmgssuchasendol, fluphenazine

hydrochloride or the anti-depressants, Nevertheless, there are a
muber of therapeutic situations where the use of these psychotropic

drugs in children is clearly indicated. These situaticns include

' the use of haloperidol in the treatment of Tourette's Syndrame, not

~ being responsive to approved medications, and neuroleptic agents in

the treatment of psychosis which are resistamt to approved medica-
tions at approved dosage levels. There may be other examples. It

is to be understood that in those situations vhere the mamufacturer
and/or the Food and Drug Administration do not recammend a higher
dosage level or where a specific medication is not approved for
children in spite of its apparent clinical effectivemess, the physician
should seek a second opinion in writing fram a qualified child

psychiatrist, pediatrician, or clinical pharmacologist. Written,

informed consent should also be secured from the parents ox guardlans '

. Generally, only onme psychotropic drug should be P?-'F‘-S‘351135’-“:i at one

time. There is little evidemce to support the use of psychotropic

drug combinations under most circumstances. Such a practice has the

disadvantage of not permitting identification of the offending drug

'if side effects cccur. Drug consultations may be indicated whem




<L C - : . o S o :‘3&-0-.:.2:'1.3

,(“”‘9_\ . . ) . . . . . .. . . . . B _
[. o - ccubined medications ore used, There are importent excepiicus to
: . the suggestion of prescribing only one drug at a time, scie of which
1. The combination of an anti-depressant ‘such as amitriptyline with
. an anti-psychotic such as perphenazine (Etrafon, Triavil) may
havetherapeutlcvalue in affective illness. : -

with an anti-psychotic is held by scme drug experts to be justi-- -
fied, routine use should be discouraged because of the side '
effects (anti~cholinergic psychosis) which can result from high
doses of anti-parkinsonian drugs. ~Hence, the use of anti~- =
parkinsonian drugs usually is indicated cnly when extrapyramidal
side effects appear. Anti-parkinsonian drugs are ot effective
in preventing extrapyramidal side effects and their routine use -
increases the severity of lethargy and dizziness, and may produce
a toxic psychosis with memory loss.  Such a disturbance of the
cholinergic system with the atropine type of anti-parkinsonian == . -
- drugs may be treated temporarily with a cholinergic agomist like .

2. M.mxg,h the pmphylactic use of an anti-parkinscnian agent

physcstigmine, However, reduction in the dose of the anti-
| cholinergic is the long-term solution. - -

3. If a maximum dose lsaccon:pamed by toxie symptans, then treat-
‘ment may be helped by lowering the dose of the first drug and
" adding an appropriate second drug. _ 3 o

0. Because of potential serious toxicity, 1ithium should be used caly
 after a complete history, physical exzmination and lzboratory
 assessment of the patient. The standards which follow are being
actively studied and may change. - : ' ' o

1. :'Essmtial_ cm:pcnents of' thé_ __mrk-up needed before 1i

() History of previcus use of 1ithium with particular
' attention to evidences of lithium sensitivity.

(b) The med:.cal history must probe for Aevidazce .of"cardiéc, o
" renal or thyroid disease. R o

(c) Appropriate 1aboratory tests should cﬁcnfiﬁn-adeq@ate S
'_ld.dmeyfmctiom‘_ng.___' _ _ I
(D Ad.eciuate cardisc evaluation, such as an eléctz:oc_:axdiograba, g
~ should be performed.. S L :
.(.e) | Appropriate thyroid assessment should be performed as
- indicated by history and physical, including the o
~appropriate leberatory studies. -
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%ﬁ 3 ‘-Ma.'i_ntenémce procedures réqxﬁ.z.ed with the use of ii.thim |
"~ (a) ‘The physicimn should evaluite the patient for clm:.cal

effects. _

signs and symprm of drug efficacy and for my s:.de

(b) APA guldelmes for. laboratory work- _

@

@

('1._)j __

- by laboratory find:.ngs

(3).  Tricyclic anti-depressants should mot be used for

Serum lithium "levels and sodixm chlor:.de blood.
levels should be detemined as folloz»zs :

m'IE mrmmmmmmmmm

DRPMN FCR LITHITM STUDY.

(i) Two or three t1mes weekly wntil pat:.ent is
. gtabilized; - 4

(11) then weekly for one month;
(iu) then mntmy for one year . ,
(3.v) After one year, blood levels should be
determined at the three to six month inter-

--valsaslcngasthepatimtlsmthe -
medication and, ‘

A/ mafntenance: sz.trve:.llame (evexy 3 to 6

menths) for thyroid, cardiac (blood presm '
. and EKG), and remal fimctions: shm.tldbe :
- clearly implezmted. :

' Serum lithium levels should not exceed 1. 5 mEgjhtar
in m:.tlal therapy and dlmng maintenance therapy

(c) Adjmct:.ve therapmt:z.c requirements:
-Daalyflm.dmtake should be 2500 - 3000 ce.

Dletarysoda.mclﬁondetobeadjustedasmdmated o

~slight or moderate depre551cns that occur durmg
_llth.uxn therapy.

Anti-psychotic drl.gs Lsed with llth:u.m for the treat-

~ment of severe mania may be beneficial. Although
this combination o soxe occasmns has been said to
result in enhanced toxicity, there is no good
evz.der*ce that this is the case.
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be conducted on a regular basis dependent cn the patient's needs. The
physician, direct care persomnel and pharmacist should be involved in
the therapy review. Results of these reviews and new treatment: '
 recommendations should be recorded in the patient's record.

Q. Clinical psychopharmacology -consultants (i.e., clinical pharmacolo-
- ~ gist, clinical pharmacist, physician specialist in phammacy, ete.)
‘should be designated for the purpose of helping in-house staff with
. ongoing therapeutic problems (dosages, new drugs, new reactions, drug

h R A scheduled formal review of each patient's drug treatrent plan shold -

interactions, etec.), as well as developing in-house training samnars. . -

to discuss chemotherapy with the hospital or center medical staff,
© including those responsible for outpatient care. A patient profile
‘gysten should also be established.  If additicnal fimding is needed.

‘to support such services, the individual institution should designate o

its need for such funds in its amual budget request.
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