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| OBJECTIVE: To evaluate the efficacy of a dementia care

program to reduce behavior disorders in nursing home pa-
tients with dementia.

DESIGN: Randomized controlled clinical trial with 6-month
follow-up.

SETTING: A 250-bed community nursing home.
PATIENTS: The nursing home was screened to identify
patients with dementia and behavior disorders. A total of 118
patients were eligible for randomization. Of these, 89
(75.4%) were randomized, and 81 of these (91.0%) com-
pleted the trial.

. INTERVENTION: The A.G.E. dementia care program con-
- wisted of Activities, Guidelines for psychotropic medications,

sl Educational rounds. The control treatment was usual
nursing home care.
MEASUREMENTS: Behavior disorders, antipsychotic drug

and physical restraint use, patient activity levels, and cogni-
tive and functional status.

 RESULTS: After 6 months, 12 of 42 (28.6%) intervention

patients exhibited behavior disorders compared with 20 of
39 (51.3%) controls (OR = 0.38; 95% CI [0.15, 0.95]; P =
.037). Controls were more than twice as likely to receive
antipsychotics (OR = 2.55, 95% CI [0.96,6.76]; P < .056),
to be restrained during activity times (OR = 2.98, 95% CI
[1.10, 8.04]; P < .028), and to be restrained on nursing units
(OR = 2.14, 95% CI [0.9,5.3]; P < .10). Intervention pa-
tients were much more likely to participate in activities
(OR = 13.71; 95% CI [4.51,41.73]; P = .001).

CONCLUSIONS: The A.G.E. program reduces the preva-
lence of behavior disorders and the use of antipsychotic drugs
and restraints. It is practical, feasible, and appears to improve
ihe lives of patients with dementia in nursing homes. J] Am
Geriatr Soc 44:7-13, 1996.
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ore than 80% of nursing home patients experience

dementia, behavior disorders, psychosis, or depres-
sion, but fewer than 5% receive mental health care.'™ In-
stead, many are uncritically prescribed psychotropic medica-
tions or are physically restrained.* The high frequency of
these psychiatric symptoms and the use of psychotropic drugs
and restraints suggest that nursing homes serve as de facto
mental institutions for older people in the United States.

In spite of these epidemiological and clinical realities,
nursing homes continue to model themselves after general
medical hospitals and fail to meet current standards of psy-
chiatric care.” An Institute of Medicine report reached similar
conclusions, which led to the Nursing Home Reform Act of
1987.%7 This federal legislation describes specific indications
for psychotropic drug and restraint use and requires the
development of psychosocial programs to improve patients’
level of functioning.

For editorial comment, see p. 91

Although the mandate to transform nursing homes from
restrictive to rehabilitative environments is clear, the means
to achieve this are not. For example, no new funding is
available to create psychosocial programs, and little research
exists to guide them. Clinical experience, anecdotal reports,
and studies with limited research designs have suggested the
value of various behavioral techniques, medications, and
special care units, but to our knowledge no randomized
controlled clinical trials have been conducted.®**

This study reports the improvements associated with the
A.G.E. program of dementia care (Activities, Guidelines for
psychotropic medications, and Education) in a randomized
controlled clinical trial. We tested the hypothesis that struc-
tured activity, along with pharmacologic treatment of depres-
sion, delusions, and hallucinations, would reduce behavior
disorders to a greater extent than usual nursing home care.

METHODS
Setting

The study was conducted in a 250-bed intermediate
level-of-care nursing home in Baltimore, Maryland, from
1989 to 1991. The facility was divided into three floors
comprising six nursing units ranging in size from 30 to 56
beds. It was owned by a private corporation that operated 13
other nursing homes in Maryland and 32 nationwide and was
the largest nursing home chain in Maryland. The corporation
and the Dementia Research Clinic of the Johns Hopkins
Hospital established a collaborative relationship in 1983 to
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conduct epidemiological studies and to develop new ap-
proaches to psychiatric care.

Design

A two-stage sampling procedure was used to identify
patients eligible for the study. First, the presence of a behavior
disorder was determined by a research nurse who screened all
patients by interviewing nursing staff most familiar with each
patient. The Psychogeriatric Dependency Rating Scale (PG-
DRS),'¢ a reliable and valid standardized observer rating
scale for older institutionalized patients that assesses depen-
dency attriburable to behavior disorders, disorientation, and
functional impairment, was used to determine eligiblity. A
behavior disorder was “present” if a patient exhibited two of
the following eight behaviors more than twice a week: dis-
rupts nursing routines, wanders and requires redirection,
demands attention, makes intolerable noises, is physically
combative, refuses directions, is verbally abusive, or paces
restlessly. We had used the PGDRS previously in a 1-year
longitudinal study of 454 nursing home patients and had
demonstrated its reliability and validity.'”

Second, cases who screened positive for behavior disor-
der were examined by a research psychiatrist to diagnose
primary degenerative dementia and multi-infarct dementia
according to DSM-III-R criteria using the modified Present
State and the Mini-Mental State Examinations (MMSE), !5
There was no MMSE cut-off score for eligibility. In addition,
physician and family consent and patient assent were re-
quired. The Johns Hopkins Institutional Review Board and
the nursing home corporation approved the treatment proto-
col and consent procedures.

The trial was conducted in two planned replications to
achieve an adequate sample size. The sample size was based
on an anticipated 25% difference in the prevalence of behav-
ior disorders after 6 months. The total target sample size was
80 cases, error protection was 0.05 (1-sided), and power .76.
In the first replication, 46 patients were randomized and
studied for 6 months. Two months later, a second replication
enrolled patients following the same procedures. Data from
both replications were combined because no significant dif-
ferences were found between them (data available upon
request).

One hundred eighteen patients met both the behavior
and dementia criteria and were eligible for randomization.
The allocation procedure was a fixed, uniform randomiza-
tion scheme by computer algorithm. Twenty-nine patients
were not randomized because families (n = 24) or physicians
(n = 5), refused, but these cases did not differ from random-
ized patients in their demographic characteristics nor number
of behavior disorders. Eighty-nine patients were randomized,
and 81 (91%) completed the trial. Eight patients dropped out
before the trial began: three had died, three refused partici-
pation, and two were transferred. One intervention and one
control patient died during the trial and 3-month data were
used. After the first replication, controls who continued to
meet entry criteria were eligible for the second replication.
Fourteen of 20 (70%) controls were subsequently random-
ized. Intervention patients from the first replication were
excluded because they no longer represented usual nursing
home patients.

Experimental Treatment

Patients participating in the A.G.E. program received
usual nursing and medical care as well as the experimental
intervention, which was made up of three components.
Activity Program

The activity program functioned as a day program
(weekdays 10 AM to 3 PM) within the nursing home. It
provided activities to the intervention patients, who contin-
ued to reside in their usual rooms but who were assembled in
an activities room each morning. The 20'x 40’ room had
been used for nursing reports, and its existing design was not
modified. A creative arts therapist and two nursing aides,
who were not employed by the nursing home, developed and
implemented the program. The activities included music,
exercise, crafts, relaxation, reminiscences, word games, and
food preparation and were based on activities described by
Zgola in Doing Things.™ Its goals were to provide structure
and mental and physical stimulation and to reinforce social
skills. A part-time research nurse assisted in the activities and
assessed patients’ clinical symptoms (13.5 hours/week).

Guidelines for Psychotropic Drug Management

Psychotropic drugs used before the study were consid-
ered possibly unnecessary, and attempts were made to taper
or discontinue them. Primary care physicians turned over
psychotropic drug prescribing to the psychiatrist. After a
2-week period of adjustment to the activity program, if
patients met DSM-III-R criteria for major depression, based
on a study psychiatrist’s examination, nortriptyline was pre-
scribed according to the protocol (Appendix). If delusions or
hallucinations were present and were associated with restless-
ness or combativeness, thioridazine was prescribed (Appen-

dix).

Educational Rounds

The study psychiatrist met with the A.G.E. activities staff
weekly for 1 hour to discuss each patient’s behavioral, func-
tional, and medical status. Discussions focused on patients’
predisposing features to behavior disorders (e.g., depression,
delusions, hallucinations, delirium) or any precipitants (e.g.,
incident medical symptoms, medication changes, sleep disor-
ders, or notable environmental changes).

Control Treatment

Usual nursing home care was modified by the experimen-
tal intervention. Because intervention patients were removed
from the units during the day, the nurse-to-patient ratio was
increased. The nursing home’s activity program was staffed
by an activities director, two assistants, and two volunteers. It
included discussion groups, arts and crafts, special programs
with outside entertainers, and bedside sensory stimulation.
There was no specific group activity for demented patients.
On average, approximately 3 to 6 hours per week of activities
were provided for each resident. A community psychiatrist
was consulted by primary care physicians for 13 of 39
(33.3%) of controls.

QOutcome Measures

Primary outcome

The primary outcome was a composite behavior disorder
measure assessed as “present” or “absent” at 6 months. A
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behavior disorder was present if (1) a research psychiatrist
(blind to treatment assignment) directly observed a behavior
disorder. If no behavior disorder were observed, then a be-
havior disorder was present if (2) nursing staff (nonblind)
reported two or more behaviors on the PGDRS that were
severe enough to require restraints on the nursing unit.

For criterion #1, a research psychiatrist observed pa-
tients directly for 5§ minutes on two occasions for 1 week
between 3 and 5 PM when no activities were in progress. This
time was chosen because demented patients tend to exhibit
more behavior disorders in late afternoon. The PGDRS Be-
liavior Subscale and the Cohen-Mansfield Agitation Scale
were used to record behaviors.?! For criterion #2, a research
nurse not involved in the intervention interviewed nursing
staff at 6 months using the PGDRS to determine the fre-
quency of behaviors during the preceeding week. Nursing
home staff determined the use of restraints on the units
independent of the A.G.E. program and without knowledge
of the A.G.E. restraint protocol.

Secondary OQutcomes

Antipsychotic drug and restraint use: The proportion of
patients receiving antipsychotics or being restrained was de-
termined from medical records and direct observations at
baseline and at 6 months. Restraint use was assessed during
activity times and on the nursing units.

Cognition and levels of nursing care: Cognition was
assessed using the Mini-Mental State Examination. The
RUGS-1T (Resource Utilization Groups) was used to indicate
level of nursing services provided to patients.”” It is a case-
mix reimbursement system consisting of 16 categories rang-
ing from physical dependence in activities of daily living
(ADLs) to physical rehabilitation, with scores ranging from
0.55 to 1.74. A typical patient with a RUGS score of 0.9
(approximate median for all patients in the study) would be
dependent in four ADLs. A research nurse not involved in the
intervention interviewed nursing staff to determine RUGS
levels.

Patient activity level: Participation rates in the interven-
tion activities were recorded by daily census; in nursing
home-provided activities recording was done by direct obser-
vation at months 2, 3, 5, and 6. Engaged in activity (yes/no)
meant that the patient was participating in a group activity,
reading, or talking with another patient. Not active meant the
patient was sleeping or not engaged in any activity.

Patient care reimbursement/costs: Monthly billing
records were used to compare patient charges at baseline and
6 months. These included Maryland case-mix rates based on
ADLSs plus special services such as decubitus ulcer care, tube
f?ffding, peripheral or central IV care, and isolation precau-
tions. Additional costs included prescription and nonpre-
scription medications, personal care supplies, restraints, in-
Jections, ostomy, oxygen, suction/tracheostomy care, and
turning/positioning. The intervention costs included the sal-
aries and benefits of the activities director, two nursing aides,
and the research nurse, as well as supplies. The cost per hour
of the study psychiatrist and the community psychiatrist was
tstinated at $150.00/hour. The study psychiatrist spent 1
P per week for 26 weeks. The community psychiatrist’s
‘' was estimated at 1 hour per initial consultation and 15
ninees for two follow-up visits.

Statistical Analysis

SPSS Version 4.0 was used for statistical procedures. t
tests, Mann-Whitney U, and chi-square tests were used for
comparison of baseline data. The primary statistical hypoth-
esis was that the the proportion of patients with behavior
disorder would be lower in the intervention compared with
the control group after 6 months. Behavior disorder was
designated as “present” or “absent” according to the defini-
tion outlined above. Chi-square tests were used for this and
other comparisons of proportions at 6 months, and results
were reported with odds ratios and confidence intervals.
McNemar’s test was used to compare change in proportions,
and paired 7 tests and median tests were used for changes in
continuous measures within treatment groups over time.?>
Attributable differences in the prevalence of behavior disor-
ders, restraint, and antipsychotic use were calculated as prev-
alence at baseline minus prevalence at 6 months for interven-
tion patients, minus the same difference for controls.
Confidence intervals were calculated to assess the magnitude
of these changes. Intention-to-treat (n = 89) and active-
treatment (n = 81) analyses were performed for the primary
outcome measure. Because the two yielded essentially identi-
cal results, only the active-treatment analysis is presented.
Logistic regression with behavior status as the dependent
variable was used to determine whether age, sex, severity of
baseline cognitive impairment (MMSE score), functional ca-
pacity (RUGS level), number of behavior disorders, medical
problems, or medications were associated with behavior dis-
order.

RESULTS
Patient Characteristics

The demographic and medical characteristics and pay-
ment sources (65 % Medical Assistance) of the sample resem-
bled other nursing home patients in the United States.'” Table
1 compares the two treatment groups and shows there were
no baseline demographic or clinical differences except for the
greater number of females in the intervention group (86% vs
67%, X*> = 4.08, df = 1; P < .043).

Table 1. Patient Characteristics at Baseline by Treatment Group

Intervention Control
n=42 n =39 (]

Sex (% female) 86 67 .043
Race (% white) 79 87 231
Age* 82.0 (8.0) 81.2(7.2) 666
Behavior disorders* 3.7 (1.4) 3.6 (1.6) .829
Cognition MMSE* 9.1 (7.4) 8.9(6.1) 861

(0-30)
Function RUGS" .89 (.69-1.64) .94 (.69-1.74) .459

(0.55-1.74)
Medical diagnoses* 3.5 (5.0) 2.9 (4.4) .561
Restraints (%) 40.5 43.6 A05
Antipsychotics (%) 42.9 53.8 161

*Mean (SD).

TMedian (Range).

MMSE = Mini-Mental Status Exam.
RUGS = Resource Utilization Group.
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Behavior Disorder

Twelve of 42 intervention patients (28.6 %) had behavior
disorders at 6 months, six of whom had behavior disorders
observed by the blinded psychiatrist and six of whom had
nurse-reported behavior disorders. Twenty of 39 control
patients (51.3%) had behavior disorders; 11 of these were
observed by the psychiatrist, and nine were nurse-reported.
All patients with psychiatrist-observed behavior disorders
had a nurse-reported behavior disorder. At 6 months inter-
vention, patients were less likely to have behavior disorders
compared with controls (odds ratio = 0.38, 95% CI [0.15,
0.95]; P = .037). Table 2 shows the attributable difference
was 22.7%; 95% CI [1.9, 43.5].

The logistic regression revealed that no demographic or
clinical characteristics were associated with behavior at 6
months (data not shown). The proportion of patients who
received any psychotropic medications who improved (e.g.,
no behavior disorder at 6 months) was similar in both groups
(intervention 14/30 (46.7%) vs controls 9/20 (45.0%); X2 =
A3, df = 1; P < .91). For controls, those seen by the
community psychiatrist were as likely to improve as those
who were not 8/13 (61.5%) vs 13/23 (56.5%); X2 = .86,df=
1, P < .38).

Restraint and Psychotropic Drug Use

Restraint use was examined both in activities and on the
nursing units. Table 2 shows that during activities, restraint
use was reduced by 17.4% for intervention patients and
increased by 3.6% for controls. The attributable difference

was 21.0%; 95% CI [14.9, 27.1]. Controls were almost three
times more likely to be restrained at this time (OR = 2.98%;
95% CI [1.10, 8.04]; P < .028). On the nursing units,
restraint use was reduced by 6.4% for intervention patients
and increased by 9.0% for controls. The attributable differ-
ence was 15.4%; 95% CI [3.8, 27.0]. Controls were over
twice as likely to be restrained on the units (OR = 2.14; 95%
CI1[0.9, 5.3] P < .10.

Antipsychotic drugs were discontinued for 12 of 18
(66.7%) intervention patients and were initiated for three of
24 (12.5%) over 6 months. Table 2 shows their use was
reduced by 21.5%. For controls, antipsychotics were discon-
tinued for six of 21 (28.6%) and initiated for one of 18
(5.6%). Overall, their use was reduced by 12.8%. The attrib-
utable difference was 8.7%; 95% CI [-7.6, 25.0]. Controls
were over twice as likely to receive antipsychotics as interven-
tion patients at 6 months (OR = 2.55, 95% CI [0.96, 6.76]
P = .056). There were no significant differences in antipsy-
chotic drug dosages over time in controls (X*> = .15, P <
.697) or intervention patients (X* = 1.56, P < .892).

Treatment for depression was initiated for six interven-
tion patients and no controls over the study period. No
intervention patients on nortriptyline had side effects requir-
ing discontinuation. Benzodiazepines were discontinued in
two intervention patients and one control, and none were
started in either group. Table 2 shows that there were no
significant changes over time in the total number of medica-
tions (¢t = 1.12, df = 32, P < .270) for controls or interven-
tion patients (¢ = .81, df = 30, P < .423).

Table 2. Change in Outcome Measures over 6 Months for Intervention and Control Patients

Change (BL
BL 6 Months — 6 MO) [Cl]
Behavior disorder | 42/42 (100 %) 12/42 (28.6%) 71.4% [65.4, 87.4]
C 39/39 (100 %) 20/39 (51.3%) 48.7% [30.5, 66.9]
Attributable difference 22.7% [1.9, 43.5]
Restraints (activities) | 17/42 (40.5%) 9/39 (23.1%) 17.4% [-1.6, 36.4]
C 17/39 (43.6%) 17/36 (47.2%) —3.6% [-21.5, 14.3]
Attributable difference 21.0% [14.9, 27.1]
Restraints (nursing units) | 17/42 (40.5%) 14/41 (34.1%) 6.4% [-8.0, 21.1]
o] 17/39 (43.6%) 20/38 (52.6%) —9.0% [-16.7, 1.30]
Attributable difference 15.4% [3.8, 27.0]
Antipsychotic drug use I 18/42 (42.9%) 9/42 (21.4%) 21.5% (6.0, 36.9]
C 21/39 (53.8%) 16/39 (41.0%) 12.8% [-6.4, 32.0]
Attributable difference 8.7% [-7.6, 25.0]
Antipsychotic dose (CPZ eq)* | 50 mg (20-750) 35 mg (10-500) P < 692
C 50 mg (20-1375) 75 mg (10-1500) P < 697
Number of medications™ | 7.6 (6.8) 6.6 (4.0) P < .423
C 6.4 (2.5) 6.0 (2.8) P < .270
MMSET (0-30) I 9.1 (7.6) 8.8 (7.7) P < .723
Cc 9.1 (6.2) 8.5 (6.0) P < .453
RUGS' (0.55-1.74) I 0.89 (.23) 0.89 (.23) P < .989
o] 0.94 (.30) 0.95 (.28) P < .810

“Median and Range/Chlorpromazine Equivalents,
tMean (SD).



JAGS JANUARY 1996-VOL. 44, NO. 1

DEMENTIA CARE IN NURSING HOMES 11

Activity Participation

Thirty-eight of 42 (92.8%) intervention patients at-
tended the activity program daily. Three patients and one
patient’s family refused participation. On average, interven-
tion patients spent 17.0 (5.9) hours per week in the activity
program. Activity levels for controls were observed four
times during the 6-month period (months 2, 3, §, 6) and
revealed that an average of 23.4% (5.1) participated in nurs-
ing home-provided activities. At 6 months, intervention pa-
tients were more than 10 times more likely to participate in
activities than were controls (OR = 13.71; 95% CI [4.50,
41,73} P < .001).

Cognition, Function and Costs

Table 2 shows there were no significant changes, over
time, in MMSE scores for either intervention patients (£ =.36,
df = 38; P < .723) or controls (¢ = .76, df = 36, P < .453) or
in RUGS levels for intervention patients (t= -.01, df = 41,
P < .989) or controls (t = -.24, df = 38, P < 0.810).

Average monthly costs/patient were distributed nor-
mally and compared on a group level. No significant differ-
ences were found from baseline to 6 months (controls:
$2336.6 (497.0)/month to $2290.6 (488.0)/month; interven-
tion: $2214.7 (414.1)/month to $2203.0 (381.6)/month).
The total 6-month cost of the intervention for 20 patients was
$41,300 (Activities Director ($13,200), Part-time Nurse
($7700), two Nursing Aides ($18,200), and supplies ($2200).
P1oo  ost was weighed against the potential cost savings to
the nursing home achieved by transferring care for interven-
tion patients during the day to the activities program. We
estimated conservatively that at least one floor nursing aide
position could be saved ($9100) and subtracted this from the
intervention cost. The daily cost per patient for the interven-
tion was $8.94. The 6-month cost for the nursing home-
provided activity program was $48,873 (Activities Director
($14,560), two Part-time activity assistants ($22,425), two
lay staff (§8000), and supplies ($3888). The daily activity cost
per patient was $1.13.

The intervention psychiatrist’s cost was $3900, based on
I hour per week at $150/hour x 26 wks. The community
psychiatrist’s cost was $2925, based on a 1-hour initial
cvaluation and two 15-minute follow-up visits at $150/hour
forthe 13 controls for whom he was consulted. There was no
“ienncant difference in hospitalization rates between groups
diesvention (21.4%) versus control (20.3%); X? = 1.87,
df 1, P < .18). One control hospitalization was a psychi-
atric admission.

DISCUSSION

This trial demonstrates the efficacy of a program to
fcduce behavior disorders, antipsychotic drug use, and phys-
ical restraints in nursing home patients with dementia. It is
the first study, to our knowledge, to use systematic sampling,
randomization, adequate controls, a statistically meaningful
sample size, psychiatric diagnoses according to DSM-III-R
criteria, instruments of known reliability and validity, and
multiple relevant outcome measures. While it shows that this
kind of behavioral research is feasible in nursing homes, the
'"s must be interpreted with caution. The single setting
) ited standardized sampling, data collection, and proto-

dherence, but it also restricted the sample size, intro-
v .d confounding variables, and limited the study’s gener-

alizability. Moreover, several interventions occurred during
this study. First, the nursing home was made the focus of an
academic research program, which brought new enthusiasm
and increased attention to the care of patients. This might be
subsumed under the Hawthorne effect and may explain some
of the results. Second, although originally planned as a strict
randomized controlled study, the design actually compared
two levels of intervention, one formal with structured com-
ponents and the other indirect and less structured. For the
controls, it consisted of the nonspecific effects above plus the
increased staff available when intervention patients were off
the units.

A number of other factors were also operative: the
OBRA-1987 drug and restraint regulations were imple-
mented, a community psychiatrist treated a large number of
controls, and a nursing home-wide educational program was
initiated. These internal and external factors likely reduced
the difference between the test and control treatments. How-
ever, for both groups, the reductions in behavior disorders
contrasted with their natural tendency to increase over time
without treatment, making regression to the mean a less
likely explanation.'”

Another difficulty was rating behavior disorders free of
measurement bias. We recognized that behavior disorders
frequently emerged during bathing and dressing. It was diffi-
cult to record them objectively because the observer influ-
enced both the nurses’ and patients’ behavior. As a result, the
blinded observations were usually made when patients were
alone. This approach was insensitive to behavior disorders
that occurred during nurse-patient interactions or that oc-
curred episodically. We approached this problem by devel-
oping a composite measure that combined blinded behavioral
assessments with unblinded nursing staff reports to balance
issues of sensitivity, observer reactivity, and bias. To reduce
the bias, restraint use on the nursing units was added to
provide an objective indicator of a behavior disorder that
required them. The decision to use restraints on the unit was
made by nursing home staff independent of the A.G.E. staff
and without knowledge of the A.G.E. restraint protocol. The
need to develop such a composite measure reflects the con-
ceptual and measurement difficulties in the field. Future stud-
ies might consider behavioral mapping over longer periods of
time or might videotape observations.

In spite of its limitations, this study helps to answer
relevant questions about nursing home care: What are the
primary needs of patients with dementia? In addition to
assistance in bathing and dressing, these patients require a
safe environment that provides active routines to minimize
their exposure to unstructured circumstances that can over-
whelm them and lead to behavior disorders. Because behav-
ior disorders are expected in these patients, environmental
factors are often overlooked as their causes.?* Such factors
may include the admission process itself, uninformed ap-
proaches to care, limited availability of staff, restraint use,
unidentified medical problems, excessive stimulation, and
inactivity.”**" We previously have shown that most activity
programs in nursing homes exclude patients with dementia.>?

Can an activities program under psychiatric supervision
reduce behavior disorders? We found that it can and that
antipsychotic drugs and restraints could be reduced in the
very patients for whom they are most often prescribed. Both
the psychosocial and medical aspects of the intervention
made this possible. The former provided predictable sched-
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ules removed from the random activity of busy nursing units
or the isolation of one’s room. The latter treated conditions
such as depression, delusions, or hallucinations if these symp-
toms were unresponsive to the psychosocial component.
Moreover, the multidisciplinary team conveyed optimism
and affection for patients, sustained by the view that de-
mented patients are treatable rather than incurable and that
they retain the capacity to benefit from meaningful activity.
Could other physicians or clinical nurse specialists achieve
similar results? We suspect that they could if they were
sensitive to environmental influences on behavior, able to
recognize and treat depression, delusions, and hallucinations,
and able to work effectively as part of a multidisciplinary
team.

How did the nursing home respond to the A.G.E. pro-
gram? We had the impression that nursing staff held diver-
gent views. Most valued the program because they saw new
life emerge in patients they once regarded as incapable of
meaningful activity. However, a few resented the intrusion of
“experts” who altered their usual care routines. Physicians
welcomed the additional care and fully supported psycho-
tropic drug modifications. Families were enthusiastic about
the increased attention their relatives received. The patients
clearly enjoyed the human contact and activities. However,
when the program ended, some patients again became anx-
ious, restless, and disruptive. The recurrence of these behav-
iors suggests that activity programs must be ongoing to
sustain their beneficial effects.

Previous studies have suggested the value of reality ori-
entation, reminiscence groups, validation therapy, and cog-
nitive-behavioral group therapy for these patients.® ' How-
ever, these studies have been limited by small samples, lack of
randomization, and lack of standardized clinical assessments.
Special care units have also been developed to care for pa-
tients with dementia, although what constitutes “special
care” is unclear. An Office of Technology Assessment report
found that such units “vary in virtually every respect,” mak-
ing their effectiveness difficult to determine.*® They are also
costly to develop because they require modifications of exist-
ing designs or creation of new ones and often charge higher
rates than most patients can afford.

Does the A.G.E. program reduce costs? We found no
reductions in costs for intervention patients to -offset the
additional costs of the intervention. However, we examined
costs over a relatively short time period in a relatively crude
way. For example, we likely underestimated the savings to
the nursing home that was associated with transferring the
care of severely behaviorally disturbed patients from the
nursing units to the activity program. Moreover, although no
significant changes were noted in functional levels over 6
months, had function been assessed over longer periods of
time, prevention of functional decline may have been ob-
served. We previously reported stability in functional levels
over 1 year among patients cared for on a dementia unit in
which activity programs and psychotropic drug management
were central treatment components.** Our current calcula-
tions indicate, however, that the A.G.E. program required
more resources and, therefore, cost more than usual nursing
home care.

The 1987 Nursing Home Reform Act now requires
nursing homes to develop psychosocial rehabilitation pro-
grams and to follow guidelines for antipsychotic drug and
restraint use. Although reductions in the latter have occurred,

there have been no systematic attempts to develop psychoso-
cial programs.®” Thus far, the Act institutes a correctional
reform that sets minimum standards for drug and restraint
use but does little to change what might be an inappropriate
institutional model. In light of this, and in the absence of a
federal policy on mental health care in nursing homes, this
study has important clinical and policy implications. It dem-
onstrates the efficacy of a new approach to delivering psychi-
atric services to nursing home patients with dementia who
might otherwise not receive them. It expands our knowledge
about what can be implemented in nursing homes and shows
that the necessary expertise is currently available.

Additional research is needed to replicate these findings
and to address whether activity participation should be par:
of quality improvement plans or be reimbursed througl:
special mental health benefits. In the meantime, this study
indicates that activity programs and psychiatric care can
reduce distressing behavioral symptoms, antipsychotic med-
ications, and restraints and can increase the activity of nurs-
ing home patients with dementia.
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Appendix [

Antipsychotic Drug Protocol for Delusions/Hallucinations

1. Thioridazine 10 mg ghs X 1 week, then (if no
improvement),

2. Thioridazine 10 mg bid x 2 weeks, then (if no
improvement),

3. Dosage adjustment according to improvements/side
effects with increments of 10 mg/week.

Antidepressant Drug Protocol*

1. Nortriptyline 10 mg ghs x 1 week, then,

2. Nortriptyline 25 mg x 2 weeks;

3. At week 3, check blood levels for therapeutic range
(50-140),

4. Dosage adjustment according to drug level, with
increasing or decreasing increments of 10 mg/week.
Guidelines for the Use of Restraints

1. Mechanical restraints will be used only in the following
situations:

a. When a patient is unable to walk without falling
because of a neurological/medical disorder.

b. When patients pose an immediate risk to harming
themselves or others as a result of combativeness.

*Contraindications would include cardiac conduction delays, severe prostatism,
narrow angle glaucoma
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Improving Long-Term Care for Persons with

Alzheimer’s Disease

Izheimer’s disease poses unique behavioral challenges to
" Athe families, friends, and professionals who serve as
companions and care providers. Whereas research in the
biochemistry and genetics of the disease is extremely active,
management of Alzheimer’s remains almost entirely behav-
ioral. The problems of coping with a demented family mem-
ber are often compounded with an entire group of people
with the disease residing in a long-term care institution.

“Warehousing” is an uncomfortably accurate designa-
tion for the traditional management of many institutionalized
Alzheimer’s patients. The disease itself contributes to the
problerh. Disruptive behaviors such as wandering, uncoop-
erativeness, and physical abusiveness tend to be very preva-
lent in demented persons, leading to frequent caregiver dis-
tress.* In response, caregivers have often turned to strategies
such as isolation and the use of physical and pharmacologic
restraint.”* Compounding the problem is the fact that the
discase itself promotes social isolation. Persons with Alzhei-
mer’s often have limited verbal skills, do not comprehend
such conveniences as call bells, and are unable to learn the
names of staff on which they depend; as a result, they are
unable to “work” the system effectively. Furthermore, their
deficiencies in memory and reasoning make them less likely
than their cognitively intact counterparts to suggest or ini-
tiate meaningful activities . All this has tended to limit inter-
actions between long-term care staff and demented patients.
Consequently, Alzheimer’s patients can be spotted dozing
restrained in chairs parked in front of the nursing station
while crafts and other activities are offered to the few whose
cognition supports participation.

The past decade and a half have seen significant improve-
ment in attitudes toward the management of long-term care
residents with dementia. Increasingly programs for demented
adults have employed the concepts of rehabilitation, postu-

tiing that such approaches would improve symptoms and
reduce the rate of physical decline.® Architects and design
experts have recognized that the physical environment can be
structured in ways that reduce agitation and disorientation,
enhancing communication, self-esteem, and independence.®”
Acrivity programs have been developed that are designed
specifically for persons with dementia, promoting exercise,
sensory stimulation, reminiscence, socialization, nutrition,
and self-esteem.®” Specialized settings, such as dedicated
dementia units (Special Care Units) and day programs, have
been at the forefront of many of these innovations.'® Anyone
who has visited a vibrant, activity-rich Alzheimer’s unit can
attest to the fact that the patients there seem to interact more
often, to smile more frequently, and to be happier.

But, as we all know, appearances do not always tell the
-ntire story. The history of medicine is replete with therapies

whose effectiveness was supported by multitudinous testimo-
nials and anecdotes but which, under the scrutiny of rigorous
science, were proven ineffective either because their effect
represented a placebo response or because some inadvertant
side effect cancelled out their apparent benefit. Thus, behav-
ioral interventions to improve the management of Alzhei-
mer’s disease must be subjected to scientific scrutiny.

In this issue of the Journal, Rovner et al. report the
results of one such study: a randomized trial of an in-house
day program for persons with dementia.'' Their study pro-
vides one of the most rigorous examinations to date of the
impact of specialized dementia programming on the residents
of a nursing facility. It is encouraging that positive outcomes
were demonstrated: residents in the experimental group were
more active, use of physical and pharmacologic restraint was
reduced, and disruptive behaviors were reported less fre-
quently.

See alsop 7

The methodological challenges to such research are man-
ifold. Thus, it is not surprising that some aspects of the
study’s design raise concerns. In spite of their attempt to
describe it in some detail, the intervention of Rovner et al.
involved a blend of strategies, a therapeutic “black box” that
would be extremely difficult to replicate in a consistent man-
ner."'? The intervention had three separate components — an
activity program, a drug reduction program, and educational
rounds for staff; it is quite possible that one or more compo-
nents was ineffective or that the entire effect was caused by
increased attention to dementia (expectancy bias or the Haw-
thorne effect).’® On the other hand, the study intervention’s
interdisciplinary combination of medical, activity, and edu-
cational programs may exemplify the type of approach, albeit
a methodologically untidy one, that will prove most effective
in practice.

While Rovner, et al. are to be commended for their use of
a randomized trial, the adequacy of controls could be, as is
true for many studies of this type, debated. Guidelines for
placebo treatments suggest that those who administer them
should believe in their efficacy.’ Use of controls from the
same facility is problematic inasmuch as it is impossible to
avoid interactions among subjects and treatment providers.'*
Indeed, Rovner et al. acknowledge these issues and note that
the control group was probably managed differently by virtue
of having members of the experimental group removed from
their ward for much of the day.

Measurement is probably the thorniest methodological
issue confronting such studies.'® Not only are the target
outcomes subject to debate,'” but important outcomes such
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as agitation, participation, and a sense of well-being are
difficult to measure with precision and reliability. Rovner et
al. used a combination of staff report and direct observation
to monitor these outcomes, a laudable approach. Blinding of
data collectors as to treatment status may have been incom-
plete, however, leading to the possibility that some measures
may have been reported in a biased fashion, and multiple
observers of behavior —a strategy that increases reliability—
were not used.'® Greater use of objective measures, such as
quantifying decibel levels on the unit or blinded ratings of
videotapes, could have reduced the potential for measure-
ment bias. Finally, the study would have been improved by
use of a global measure of well-being, but no valid measure of
well-being in dementia is available as a gold standard.

In spite of its limitations, the study by Rovner et al. is an
important contribution to the slowly emerging body of data
linking specialized management of Alzheimer’s disease with
improved outcomes. It verifies what many have observed but
which has proven difficult to demonstrate scientifically: the
notion that dementia-specific programming can make a dif-
ference. Families certainly believe this; by the thousands they
not only willingly pay higher rates for dementia Special Care
Units, but they also express higher satisfaction than families
of persons with dementia who receive traditional care.*
Thus, the study by Rovner et al. should spur additional
investigations, in which various components of the “black
box” are examined alone and in combination.

In this era of cost containment, however, we need to ask
not only if an intervention leads to better outcomes but
whether the result is worth the expense. Rovner, et al. again
should be commended for attempting to quantify what they
have done, and here the results are even more daunting: a
total daily cost of $8.94 per subject.

In many respects nursing home care is like cafeteria food.
One can purchase a reasonably healthy lunch for less than
$2.00 in some institutional cafeterias, but the taste and prep-
aration may leave much to be desired. We prefer a better
cafeteria, where the food is fresh, appealing, and tasty, the
atmosphere pleasant, and the average cost around $6.00 - so
much so that our meetings to plan this editorial took place in
such a location. Because the benefits of specialized dementia
programming seem to be largely the “soft” outcome areas
such as socialization and satisfaction, one must ask how
much value the public is willing to assign to these gains. Will
public support for Alzheimer’s care provide the equivalent of
the $2.00 meal, the $6.00 meal, or something in between?
Perhaps it is the role of researchers to identify which compo-
nents of the $6.00 meal are most effective and least wasteful
so that long-term care will be better if not ideal.
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