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Whatever Happened to Our Legacy of Caring? 

By Donald W. Hammersley, M.D. 

Over time, the ebb and flow of caring in our 
society are reflected in its institutions, in­
cluding those for the mentally ill and dis­
abled. In 1844, when the organization that 
later became APA was founded, there was 
a growing awareness of the need to provide 
the mentally ill with a safe haven in a sup­
portive, caring environment as an alterna­
tive to residing in local jails and poorhouses 
or living as homeless scavengers. The moral 
treatment philosophy triun1phed over puni­
tive, repressive, exclusionary, and stigma­
tizing practices. 

D1: Hammersley is a former deputy medi­
cal director of APA and was instrumental 
in the development of APA'.s ho pital and 
community psychiatry services. 
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li?ieERIDONE 

A first choice in psychosis. 
RISPERDAL' 
(Risperidone) Tablets 
Before preteriblng, pl1111 con1un complete p11scriblng Information of 
which the fotlowtng la I brief aummary. 
INotCATlOHS AND USAGE: RISPERDAL •is irdicaled lor Ille management of 
Ille manifestations of psyohotic disorders. 
CONTRAINDICATIONS: RISPERDAL' is contraindicated in patients with a 
known~ lo Ille product 
WARNINGS . 
Neu........., Malignant Syndrome (HMS) 
A ~lalal ~~sorne001es relerradloas ~ Malic]1!n 
Syndrome (NMS) has been reported i1 association witt1 ri>sYchofic drugs. tt a 
palientreq<ires ~<iug-after~ho"1 ~MS. Ille potential 
reirtRxU:tion of <iug lherap'f shoUd be auefiltf considered. The palienl shoUd be 
canil( rnoniored, since recuminces of NMS have been reported. 
Tanlve DyAJn11la 
A syndrome of potentially irreverai>le, involuntaiy, dyslcinetic mowmenls may 
develop i1 patients tllOted with arq,sychOCic drugs. AJthougi Ille prevalence of 
the syndrome appears to be highest among die elderly, especially elderly 
women, i is~ lo rely upon prevalence estimates to predict. al the incep. 
lion of an~ treatment, which patients are likely to develop Ille syndrome. 
tt signs and ~oms of tanive dyski1esia appear in a patient on RISPERDAL •. 
drug ciscontinuation should be considered. However, some patients may require 
treatment with RISPERDAL •despite Ille presence of Ille syndrome. 
Potential for Proarrhythmlc Effects: Risperidone and/or 9·hydroxy· 
risperidone appears to lengthen Ille QT illerval in some patients, amioogi lhere 
is no average increase in treated patients, even at 12· 16 lll!>'day, wel above Ille 
recommended dose. Other drugs that prolorJ9 lhe QT int8!\'al have been associ­
ated with Ille occurrance of !Mades de pointes, a ltt•lhreatening arrhythmia. 
Bradycartia, electrolyte imbalance, concomitant use with olher drugs that pre> 
long OT, or Ille presence of oongenitaJ prolongation in QT can ilcllOse Ille risk 
lor occurrance of !his arrhythmia. 
PRECAUTlONS 
Or1hollJltlc Hypofenllon: RISPERDAL • may i1duce orthostatic hypolension 
associated with <izziless, tachycartia, and i1 some patients, syncope, especially 
during the initial dose-titration period, probably reflecting ~s alpha·adrenergic 
antagonistic properties. The risk of orthostatic hypolension and syncope may be 
milinized =iting Ille initial dose to 1 lilb in normal adults and o.5 
BID i1 Ille ~· with renal ~ iJ1>airrnen! (See OOSAG2 
AND AOMINI . A dose recb:tion should be considered i h)polension 
occurs. RISPERDAL • Id be used with particular caution in patients with 
known cardovascular cisease (history of myccanial illarction or ischemia, heart 
lailure, or conduction abnormalities), cerebrovascular disease, and cond~ions 
which would pre<ispose patients to hypofension (dehydration, hypovolemia. and 
treatment with antihypertensive medications). 
Stlzum: RISPEROAL • should be used cautiously in patients with a history ot 
seizures. 
~rw1m/a: As with other drugs that antagon~e dopamine 0, receir 
!ors, risperidone elevates prolactin leveis and Ille elevation persists during chron­
ic administration. nssue culture experiments indicate that approximately one­
lhird of homan breast cancers are prolactin dependent in vitro, a !actor of poten­
tial importance tt Ille prescr1Jtion of lhese drugs is conterT4)1ated in a patient with 
previously detected breast cancer. As is common with compounds which 
increase proladin release, an i1crease in pituitary gland, mammary !jland. and 
pancreatic islet cell hyperplasia and'or neoplasia was obseM!d i1 Ille risperidone 
caroinogenicity studies conducled i1 mice and rats (See CARCINOGENESIS). 
However, neither clinical studies 1101 epidemiologic studies conducted to date 
have shown an association between c!vonic .ministration of this class of drugs 
:,.i ~~~Ille avaiable evidence is considered too IKMed to 

PolllnlJal for Cognlt!WI lt1d llolor /rrf'li,,_,, Somnolence was a CXll!W"Of1ly 
reported and dose-related adverse event associated with RISPERDAL' tllOI· 
ment. Since RISPERDAL' has the potential to impair judgment, thinking, or 
motor sl<ils, patients should be cautioned aboot operating hazardous ~. 
inclu!ing a!Aomobiles, lll~ lhey are reasonably certain that RISPERDAL' lherap'f 
does not affect them adversely. 
Rare cases ol priapsm have been reported. 
A ~ngle case of TTP was reported in a 211-r.ar-old lemale patient receiving 
RISPERDAL' The relationship to RISPERDAL lherapy is lllknown. 
Risperidone has an tntiernetic en.ct in aiimals; !his effect may also 0000' in 
humans, and may mast< signs and ~oms of overdosage with cel1ain drugs or 
of con<itions such as iltestilal obstnx:tion, Raye's syndrome, and brai1 tumor. 
Caution is advised when prescrbng for patients who wil be exposed lo temper· 
ature-. 
The possilitily of a IUictdt att~ is inherent i1 schizophrenia, and close ~· 
vision of hi!lh risk patients should accorT9""Y drug therapy. Prescr;>tions lor 
RISPERDAl:' should be written lor Ille smalest quantity of tablets consistent with 
QOOd patient management, in order to recb:e Ille risk of overdose. 
Ctncai experience with RISPERDAL • in tients will certain concomitlnt ays­
temic .,_is linited. Caution is~ i1 patients with dseases or c:oo­
citions that cculd affect metabolism or hemorlynamic responses. Because of Ille 
risks of orthostatic hypotension and QT prolongation, caution should be obseM!d 
i1 cartiac patients (S0e WARNINGS and PRECAUTIONS). 
In tients with severe renal irr!Jairment (CllOtme clearance <30 mllmir>'1. 73 
~or with severe hepatic · · rment, a lower starting dose should be used. 
Patients should be advised~ risk of orthostatic hypofension, esper:ialy dur· 
ing Ille period of initial dose titration. 
Patients should be cautioned aboot operating hazardous machi[lOry, including 
aulomobiles, llltil lhey are reasonably certain that RISPERDAL • 111erapy does 
not affect them adversely. Tel patients to notify their physician i lhey become 
pregnant or illend to become pr~t during therapy; not to bllOst leed an 
mtant; to i11orm their physicians i are laking, or plan to take, any ~ 
lion or over·th&<wrter drugs; to a · alcohol. 
No ~ laboratory tests are recommended. 
The ilteractions of RISPERDAL' and other drugs have not been systematically 
evalualed. Caution should be used when taken i1 cormination wih olher c:entral'I 
acting drugs and alcohol 
RISPERDAL • may enl"'1ce Ille hypofensive eflects of olher therapeutic agents wih 
!his P*Gll and i may artigocVze the effects of levodopa and dopamine~ 
Chronic administration ot calbamazepine- or ctozapine with risperidone may 
i1crease Ille clearance of risperidone. 
Risperidone is metabolized by cytochrome P .,.JID• an enzyme that can be mi> 
~ed by a variety of psychctropic and other drugs. Analysis of cinical studies 
inYofving a modest number of poor metabofizers (n•70) does not suggest that 
poor and extensive metabolizers·have lifferent rates of adverse effects: No com­
parison of effectiveness in the two groups has been made. In vitro studies 
showed that drugs metabolized by other P.., isozymes are only weak inhibitors 
of risperidone metabolism. 
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AP& founders were medical superinten­
dents of public and private mental hospitals. 
These physicians were drawn together .not 
by any aspiration to form an organization 
of a new profession of psychiatrists, but by 
concern about the care of the mentally ill. 
lnlbued with the tradition of caring in medi­
cal practice, they were drawn to the chal­
lenge of developing and managing special­
ized residential institutions just for the men­
tally ill. They believed in small facilities with 
carefully laid out and furnished patient ar­
eas. They thought a location in the country . 
was ideal, as long as it was conveniently 
accessible for visitors. Healthful food, good 
hygiene, useful activity, and a caring, sup­
portive staff along with an environment free 
of noxious influence and stress were all 

In vitro studies indicate that risperidone is a relatively weak inhibitor of 
cytochrome P .,.JID, and is not expected to substantially ilhi>it Ille clearance of 
drugs that are metabol~ed by this enzymatic pathway. However, clinical data to 
confirm this expectation are not available. 
Carcinogenicity studies were conducted in Swiss albino mice and Wislar rats. 
Risperidone was administered i1Illecietatdosesof0.63, 2.5, and 10 mg1<g for 
16 months to mice and lor 25 months to rats. These doses are equivalent to 2.4, 
9.4 and 37.5 times Ille maximum human dose (16 lll!>'day) on a mg'kg basis or 
02, 0.75 and 3 times Ille maxinum human dose (mice) or 0.4, 1.5, and 6 lines 
Ille maximum human dose (rats) on a lll!>'m' basis. There were stalistically sig­
niticanl increases in pituitary gland adenomas, endocrine pancreas adenomas 
and mammary gland adenocan:inomas. These neoplasms are considered to be 
prolactin-mediated. The relevance for human risk ol lhe fin<ings of prolactin­
mediated endocrine tumors in rodents Is unknown. 
No evider.:e of mulagenic potential for risperidone was lound. 
Risperidone (0.16 to 5 mwl<g) was shown to impair mating, but not lertility, in 
Wislar rats in three reproauciive studies at doses 0. t to 3 times Ille maximum 
recommended human dose on a lll!>'m" basis. The effect appeared to be in 
females. In a subchronic study in Bea~ dogs, sperm motility and concentration 
were decreased al doses 0.6 to 10 times !lie human dose on a lll!>'m" basis. 
Dose-related decreases were also noted in serum testosterone at the same 

~:,~~~::;:.~~.~J~::: ~rt:iff:=d:~ 
noted in either rat or dog. 
Pntgnoncy Category C: The teratogenic: potential of risperidone was studied in 
Sprague-Dawley 8nd Wlslar rats and i1 New Zealand rabbits. The incidence of 
mattormatioos was not increased compared to control in offspring of rats or rat> 
bits given 0.4 to 6 lines Ille human dose on a lll!>'m" basis. In three reproructive 
studies in rats there was an incllOse in pup deaths <llring Ille first 4 days of lac­
tation at doses 0.1 lo 3 times Ille human dose on a m¢n' basis. It is not known 
whether lhese deaths were due to a drect ettect on the letuses or P'4JS or to 
effects on Ille dams. There was no ~eel dose lor increased rat pup morlality. 
In one Segment Ill study, !here was an increase in stil>om rat fX4lS at a dose 1.5 
limes higher than Ille human dose on • lll!>'m' basis. 
Placental transfer of risperidone occura in rat 1"4JS. There are no adequate and 
welk:ontrolled studies i1 pregiant women. However, !here was one report of a 
case ot agenesis of Ille corpus callosum i1 an inlant exposed lo risperidone in 
utero. The causal relationship to RISPERDAL 1 lherapy is unknown. 
RISPERDAL 9 should be used <llring pregnancy only tt the potential benelit justi­
fies Ille potential risk lo Ille letus. 
The effect on label and delivery in humans is unknown. 
It is not known whelher or not risperidone is excreted i1 human milk. In animal 
studies, risperidone and 9-hydroxyri'P'!ridone were excreted in breast milk. 
Theretore, women receiving RISPEADAL •should not breast feed. 
Safety and ettectiveness i1 children have not been estabished. 
Clinical studies did not roude sufficient numbers of patients ~ 65 and over 
to detennine whelher lhey respond lifferenlly tram younger patients. In general, 
a lower starting dose is recommended lor an elderty patient, reflecting a 
decteased pharmacokinetic clearance in Ille etderty, as weU as a greater fri> 
quency of decreased hepatic, renal, or caniac hn:tion, and a g110ter tendency 
to postural ~tension (See CLINICAL PHARMACOLOGY and DOSAGE ANO 
ADMINISTRATION). 
ADVERSE REACTIONS 
Alloclated with Dlacontlnuetion of T11ttment 

specified in the early publications of the 
founders. 

These medical superintendents pro­
vided the roots or foundation from which 
organized psychiatry evolved-the deep 
concern and humane caring for the men­
tally ill . 

One hundred years later, a human trag­
edy becanle apparent across the country in 
the form of huge, overcrowded, under­
staffed institutions that warehoused several 
hundred thousand patients at bare subsis­
tence levels. The exposes of these snake­
pit conditions in the 1940's and 1950's 
brought renewed public awareness and 
commitment to address the plight of the 
mentally ill. When World War II was over, 

See "Viewpoints," page 13 

patients, but were seen in patients receiving haloperidot (31126). 
~l~~R~~t~ta Obaerved During the Pre·Marketlng Ev1lu1tlon of 

Durin9 its premarketing asse9Smenl, multiple doses ol RISPERDAL •were 
adrnrnstered to 2607 patients in phase 2 and 3 studies and Ille following reac­
tions were reported: (Note "frequent" are those occurring in at leas! 1/100 
patients; "intrequenr are those occurrilg in 11100 to 111000 patients; •rare• are 
those occurring i1 fewer than 111000 patients. It is important to llffllhasize tha~ 
althoo!11 lhe events reported occurred during treatment with RISPERDAL •, lhey 
were not necessariy caused by it. l'lychiltric Dllotden: Frequent increased 
dream activity", diminished sexual desire·, nervousness. Infrequent: impaired 
conoentration, depression, apathy, catatonic reaction, ....,r.ona. increased li>ido, 
amnesia. Rare: emolional labiity, nightmares, delirium, withdrawal syndrome, 
yawning. Central ind Perlpher1/ Nervous Syafem Dlaorder1: f:requent: 
increased steep duration". Infrequent: dysarthria, vertigo, stupor, paraesthesia, 
confusion. Rare: aphasia, cholinergic syndrome, hyposthesia, tongue paralysis, 
leg cramps, lorticollis, hypotonia, coma, migraine, hyperreflexia, choreoathetosis. 
G11fro·lnft1t/n1/ O!lordera: Frequent: anorexia, reduced sal ivation· . 
lnlrequenf: ltatulence, diarrt1ea, increased appetne, stomatitis, metena, dyspha· 
gia, hemorrhoids, gastritis. Rare: lecal incontinence, eructation, gastroe· 
sophageal reflux, gastroenteritis, esophagtis, tongue discoloration, choletithiasis, 
tongue edema, diverticulitis, gingivitis, discolored laces, GI hemorrhage, 
hematemesis. Body 11 1 Who/e/Gener1/ D/1ordera: Frequent: latigue. 
lnlrequenf: edema, rigors, malaise, influenza·like symptoms. R~re: pallor, 
enlarged abdomen, alergic reaction, ascites, sarcoidosis, fklshing. llelpiflfllr/ 
Syaftm Dlaorden: lnlrequent: hyperventilation, bronchospasm, pneumonia, 
stridor. Rare: asthma, increased sputum, aspiration. Skln 1nd Appendlge 
DllOrden: Frequenf: increased pigmentation', photosensitivitf. Infrequent: 
increased sweating, m:ne, decreased sweating, atopecia, hyperkeratosis, pruri· 
!us, skin exlofialion. Rare: bUlous en¢on, skin Uc:eration, aggravated psoriasis, 
lurunculosis, verruca, dermatitis lichenoid, hypertrichosis, gennal pruritus, 
urticaria. C1rd/ov11cul1r Dl1order1: Infrequent: palpnation, hypertension, 
~tension, AV bloct<, myocardial infarction. Rare: venlricutar tachycardia, ang;. 
na pectoris, premature atrial contractions, T wave inversions, venlricular 
extrasystoles, ST depression, myocarcltis. VIiion Dllotden: Infrequent abnor­
mal accommodation, xerophthalmia. Rare: ciptopia, "'18 pain, blepharitis, pilot~ 
sia, photophobia, abnormal lacrimation. Melabollc and NUl1tlional DllOrdera: 
Infrequent: hyponatremia, weigh! increase, creatine phosphokinase increase, 
thirat, weight decllOse, diabetes metlitus. Rare: decreased serum iron, cachexia, 
dehydration, hypokalemia, hypoproteinemia, hyperphosphalemia, hypertriglyc­
eridemia, hyperuricemia, ~ Urinal'/ System DlllHdels: Frequent 
polyurialpolydipsia". Infrequent urinary ilconlinerx:e, hematuria, dysuria. Rare: 
urinary retention, cystitis, renal insufficiency. llu1culo·1ke/et1I Sy1tem 
OllOl'detl: Infrequent: myalga. Rare: arthrosis, synostosis, bursitis, artfvitis, 
skeletal pain. Reproductive 0/1order1, Female: Frequent: menorrhagia", 
orgastic dysfunction', dry vagina'. Infrequent nonpuerperal lactation, amenor· 
rhea, lemale breast pain, leukorrhea, mastitis, dysmel10lrhea. lemale perinea! 
pain, intermenstrual bleeding, vaginal hemorrhage. Uver I/Id Bl/illy S)'lftm 
Dllotden: Infrequent i1creased SGOT, increased SGPT. Rare: hepatic latture, 
cholestatic hepatitis, cholecystitis,. cholelithiasis, hepatitis, hepal~lular dam­
age. ,,,.. B/eedlng ""' C/ottitlg Dllotden: infrequent epistaXiS, purpura. 
Rare: hemorrhage, superficial phlebitis, thrombophlebitis, thrombocytopenia. 
~iring ind Vt11/bul1r D/1orden: Rare: tinnnus, hyperacusis, decreased 
hearing. Red Blood Cf// D/IOrdetl: Infrequent anenia, hypoehramic anemia. 
Rare: normocytic anemia. Reproductive DllOl'detl, 111/e: Frequent: erectile 
dysfunction•. Infrequent: ejaculation tailure. White Cell and Rt1/1t1nce 
D/1order1: Rare: leukocytosis, lymphadenopath~, leucopenia, Pelger·Huet 
anomaly. EndocrirHI D/IOrdetl: ilare: gynecomaslia, male breast pail, antici· 
uretic hormone cisorder. Sptcll/ Senon: Rare: bitter taste. 

Approximately 9% percent (244/2607) of RISPERDAL o treated patients i1 phase 
2·3 studies discontinued treatment due lo an adVerse event, compared with 
about 7% on placebo and 10% on active control dru~. The more common 
events R 0.3%) associated with discontiluation and considered lo be eossi>ly or 
probably drug-related included: extrapyramidal symptoms, dizziness, hyperkine-

~~~ =t!i witti tisconti>Jation il 1.2% of RISPERDAL9.tJeated 
patients COfT4J3red to 0.6% ol placebo patients, but, given Ille almost 40-lofd 
greater exposure time in RISPERDAL •compared to placebo patients, n is unikely 
that suicide all~ is a RISPERDAL • relafed arM!rse event (See PRECAllTIONS). 
Incidence In Controlled Trials 

, • Incidence based on etici1ed reports. 

Commonly ObNmd ~ E- In Controll«I Cllnkll Trillo: In two & 
lo II-week piaceb<Hx>ntrol trials, spontaneously·reported. treatment-emergent 
adVerse events with an Incidence ol 5% or greater in al leas! one ol the 
RISPERDAL • groups and at least twice that of placebo were: anxiety, somno­
lence, extrapyramidal SY"Jlloms, dizziness, constipation, nausea, dyspepsia, 
rfinitis, rash, and tachycaroia. 
Eicited adverse events i1 one of these two trials eresent at at least 5% and twice 
Ille rate of placebo were: increased dll8m activily, increased <llration of sleep, 
acconvnodation cisturbanoes, re<lJced saivation, mic:turition cisturbanoes, diar· 
rhea, weight gail, menorrhagia, cimlnished sexual de~re, erectile dysfunction, 
ejaculatory dysfunction, and orgastic dysfunction, 
The lollowing adverse events Occurred at an incidence of 1% or more, and were 
at least as frequent among RISPERDAL ' ·lllOled patients treated al doses of s 
10 lll!>'day than among piac:ebo-t110ted patients in Ille pooled results of two S. to 
II-week controlled trials. Paychlatrtc Dlaordo<a: Insomnia, agnation, anxiely, 
somnolence, aggressive reaction. Ntrvoua Syollm: extrapyramidal ~oms', 
headache, cizziness. Gaatrotnteltinet Sylllrn: constipation, nausea, dyspep­
sia, .vomiting, abdominal pain. saiva. increased, toothache. RMpirltory SyalJlm: 
rfinilis, COU!tiing, Sllusilis, pharyn9tis, dyspnea. Body II I Whote: back pail, 
chest pain, lever. Dermatological: rash, dry skin, seborrhea. lnfectlona: upper 
respiratory. Vlaual: abnormal vision. Mu1culo·Skel1t1I : arthralgia. 
Cerdlovucular: tachycarcia. 
• Includes tremor, dystonia, hypokinesia, hypertonia, hyperkinesia, oculo­

gyric crisis, ataxia, abnormal gait, involuntary muscle contractions, 
hyporetlexia, and extrapyramidal disorders. Although !he incidence ol 
'extrapyramidal symptoms does not appear to differ for the 's 10 lll!>'dav' 
group and placebo, the data for individual dose groups in fixed dose trials 
do suggest a dose/response relationship (See DOSE DEPENDENCY OF 
ADVERSE EVENTS). 

Dole Dlpolldtncy of~ E-: Data tram two fixed dose 1riafs provided 
evidence ol dose-relatedness lor extrapyramidal symptoms associated w~h 
risperidone treatment Adverse event data efocited by a checldist lor side ettects 
lram a large study comparing 5 fixed doses of RISP£RDAL o (1, 4, 6, 12, and 16 
ill!>'day) revealed a positive trend lor Ille tallowing adverse events: sleepiness, 
ilcreased <llralion ol sleep, accommodation disturbances, orthostatic dizziness, 
~lions. weight gain, erectie dyslundion, ejaaial dyslundion, orgastic dys­
loodion, astheniMassitud increased lafiguabily, and °1x:r...ert P9nentation. 
VilJll Sign ~: RISPERDAL • is associated with orthoslatx: ~tension 
and tachycarcia (See PRECAUTIONS). 
Waight Clllngea: The proportions of RISPERDAL' and placebo-treated patients 
meeting a weight gai1 criterion of ~ 7% of body weight were compared in a pool of 
& to II-week piacebo-oonlroled trials, reveal' a statisticaly sig1ificantly greater 
incidence of weiglt gain lor RISPERDAL' (1~ c:Ofl1l8red lo placebo (9%). 
Ubomoty Clrangea: A be-. group comparison lor & to II-week placebo­
controtted trials revealed no statisticaly significant RISPERDAL 0/ptacebo litter· 
ences i1 Ille~· of patients e · · potentially inportant changes i1 
routine serum • , hematology, or u · · parameters. Similarly, !here 
were no RISPERDAL o liff~~ incidence of disconti>Jatioos 
tor changes in serum chemistry, hematology, or urinalysis. However, 
RISPERDAL o administration was associated with inaeases in serum protactin 
(See PRECAUTIONS). 

~~~f :~~~~~~= ~~~~'1i:"O~~~~~:~.r~~s0~s~f ,~~ ~;Ji~!:ct·:~~2 
observed to have OT c int""'81s greater than 450 msec during treatment (see 
WARNINGS). Changes of this lype were not seen among aboot 120 placebo 

Poatlntroductlon Repotts: Adverse events reported since market intro­
duction which were temporally (but not necessarily causally) related to 
RISPERDAL• ther•PY.· include the following: anaphylactic reaction, 
angioedema, atrial fibrillation, oerebrovascular disease, diabetes meMus 
aggravated, hypothermia, intestinal obstruction, jaundice, mania, 
Parkinson's disease aggravated, pulmonary embolism, sudden death. 
DRUG ABUSE ANO DEPENDENCE 
Conlrolled Sub1t1nce CIHI: RISPERDAL' is not a controlled substance. 
Patients should be evaluated carefully lor a history of d~ abuse, and such 
patients should be obseM!d closely lor Si\J1S of RISPERDAL misuse or abuse 
(e.Q., development of tolerance, inaeases in dose, drug-seeking behavior). 
llOSAGE ANO ADlllNISTRA TION 
IJIUll ln/IJll Dote: RISPERDAL• (risperidone) should be a<inristered on a BID 
scheWle, raly beginning with 1 BID initially, with increases in increments 
of 1 mg Br:, Ille second and third 7.,y, as tolerated, to a target dose of 3 mg 
BID by !he third day. In some patients, slower titration may be medically 
appropriate. Further dosage a"'5tments, ij indicated, should generally occur at 
intervals of not less than 1 week, since steady state lor the active metabolrte 
would not be achieved for approximatelr 1 week in the typical patient. When 
dosage adjustments are necessary, smal dose irx:rementi/decrements of 1 mg 
BID are recommended. 
Antipsychotic elficacy was demonstrated in a dose ~ of 4 to 16 lll!>'day i1 Ille 
ctiniC:al trials supporting ettectiveness of RISPERDAL , however, maximal effect 
was generally seen i1 a range of 4 to 6 lll!>'day. Doses above 6 lll!>'day were not 
demonstrated to be more efficacious than lower doses, were associated with 
more extrapyramdal ~oms and other adverse effects, and are not generally 
recommended. The safely of doses above 16 nl!>'day has not been eva\Jated Iii 
cinical trials. °"'19' In Spec/II Populatlona: ihe recommended initial dose is 
0.5 mg BID in patients who are elderly or debiitaled, patients with severe renal or 
hepatic irr!Jairmen~ and patients either predisposed to hypofension or lor whom 
hypofension woUd pose a risk. Dosage increases in lhese patients should be i1 
increments of no more than 0.5 mg Bill. Increases to dosages above 1.5 mg BID 
should generally occur al intervals ol al least 1 week. In some patients, slower 
titration may be .,....,nu appropriate. 
Elderly or ~-;Jiients, and patients with renal inpairmen~ have less 
ability lo eliminate rsPERDAL 9 than normal aduns. Patients ':h impaired 
hepatic !unction may have increases in the free fraction ol the rispendone, 
possibly resulting in an enhanced effect (See CLINICAL PHARMACOLOGY). 
Patients with a predisposition to hypofensive reactions or for whom such reactions 
would pose a Particular risk likewise need to be trtrated cautiously and carefully 
monitored (See PRECAUTIONS). Swlt:hlng from Other Anliplycltollcl: There 
are_ no systematical~ collected data to specifically address switching from ofher 
antipsychotics to RISPERDAL •, or concemift9 concomitant administration with 
other antipsychotics. While immediate discontinuation of the previous 
antipsychotic treatment may be acceptable lor some patients, more gradual 
discontinuation may be most appropriate lor other patients. In all cases, !he 
period of overlapping antipsycholic administration should be minim~ed. When 
swnching patients from depot antipsychofics, tt medically appropriate, inniate 
RISPERDAL •therapy in place ol the next scheduled in1ection. The need lor 
contirJJing existing EPS me<ication should be reevaluated periocicaly. 
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Harvard Group 
Reviews 
Psychiatrist 
Concern about inappropriate 
treatment, university reputa­
tion, spark probe 

Controversial Harvard psychiatrist John 
Mack, M.D., is under review by a special 
committee at the university, according to a 
May 4 report in the New York Times. 

Mack has drawn national attention for 
writing a best-selling book, Abduction: Hu­
man Encounters With Aliens, about psy­
chiatric patients who say they were ab­
ducted and, in many cases, raped, by space 
aliens. The book was first published in April 
1994 and republished in a revised, paper­
back edition this May in which Mack re­
sponded to critics. 

A spokesperson for Harvard Medical 
School said there would be no official com­
ment on the matter. Mack's publicists for the 
paperback edition of his book at Ballantine 
Publishing failed to return a call from Psy­
chiatric News, and a secretary for Mack's 
attorney, Roderick MacLeish Jr., said 
MacLeish was tied up in a trial. 

The paperback edition includes a new 
preface and appendix to address questions 
of credibility and alternative interpretations 
of the experiences that patients described 
to Mack But Mack remains firmly commit­
ted to the thesis that his patients had genu­
ine encounters with alien beings. 

The review committee is reportedly 
headed by Arnold Reiman, M.D., former 
editor of theNew England Journal of Medi­
cine and professor emeritus at Harvard 
Medical School. The committee was set up 
one year ago by Daniel Tosteson, M.D. , dean 
of the medical school, and has since held 
more than 30 closed hearings, according to 
the New York Times. 

Three members of the conunittee who 
spoke on background to the Times said that 
the committee would soon present a report 
highly critical of Mack According to one 
committee member, Tosteson had ex­
pressed concern both about Harvard's repu­
tation and "that the cases Dr. Mack de­
scribed might have been a result of halluci­
nations for which his treatment was not 
appropriate," wrote Times reporter William 
Honan. 

In his book, Mack says that he had col­
leagues review the material. He also con­
tends in an appendix to the new edition that 
"psychiatric exanlinations and numerous 
psychological tests have failed to reveal 
fomlS of mental illness that could conceiv­
ably explain the abduction phenomenon." 
He goes on to discuss and rebut possible 
explanations other than actual abductions 
having occurred. 

Submissions Due 
Submissions for posters and 
multimedia sessions at the 
Institute on Psychiatric Services 
(formerly Institute on Hospital 
and Community Psychiatry) are 
due June 19. The institute will be 
held October 6 to 1 O in Boston. 
Forms may be obtained by 
contacting the IPS coordinator at 
APA, 1400 K Street, N.W., 
Washington, D.C. 20005; (202) 
682-6345. 


