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ABSTRACT 

Many individuals with dementia experience a number of disruptive behaviors such as 

agitation and restlessness. The purpose of this study was to examine the relationship of 

regular administration of analgesic medication to frequency of agitation and restlessness in 

demented subjects. The Enablement Model provided a conceptual basis for this study 

(Dawson, Wells & Kline, 1993). 

A quasi-experimental double blind, cross over research design was used with a 

convenience sample of 4 adult subjects with dementia. Agitation and restlessness were 

monitored and recorded 24 hours a day over a six-week period. The frequency of agitated 

and restless behavior was compared at three time periods; observation, placebo 

administration and analgesic administration. 

No significant difference in the number of episodes of agitation or restlessness was 

found when subjects were given regular doses of analgesic medication. A multi-site study 

with larger sample size is recommended. 



CHAPTER I 

INTRODUCTION 
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Pain is a common problem that can influence the quality of life and physical functioning 

of older adults. The consequences of pain are widespread in the elderly population and 

may lead to depression, decreased socialization, sleep disturbance, impaired ambulation 

and increased health care utilization and costs (Ferrell, 1991). It has been reported that up 

to 80% of nursing home residents may experience pain (Ferrell) while between 16-27% do 

not receive any treatment for their pain (Lichtenberg & McGrogan, 1989). 

Despite the prevalence of conditions in the elderly that predispose this population to 

chronic painful conditions, pain is typically untreated or under-treated. There are three 

major reasons for this phenomenon. First, providers may not understand the physiologic 

aspects of pain especially chronic pain in the elderly population. Second, valid and reliable 

tools for assessing pain in the elderly are lacking especially instruments for assessing pain 

in the nonverbal elderly (Sengstaken & King, 1993). Finally, primary care providers may 

under treat individuals due to concerns about causing addiction. Regardless of the 

obstacles to the treatment of pain in the elderly, it is the responsibility of the health care 

community to provide for relief of pain and suffering (AHCPR, 1992). 

Persons with cognitive impairments such as Alzheimer's disease and vascular dementia 

are at special risk for the under-reporting and treatment of pain. Individuals who suffer 
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from these types of cognitive impairments may not always be ''verbally available" and may 

not be able to report the occurrence of pain. Cognitively impaired individuals complain 

less often and underreport the experience of pain (Parmelee, Smith & Katz, 1993). 

Individuals with cognitive impairments may not be able to verbally express the 

occurrence of pain but may exhibit pain in different ways, such as behavioral disturbances. 

A variety of behavioral disturbances are associated with dementia. Cummings, Fiorello and 

Gombein (1996) found that among 50 patients with dementia, 72% had apathy, 60% 

agitation, 48% anxiety, 42% irritability, 38% depressive symptoms, 38o/o excessive motor 

activities, 36% disinhibition, 22% delusions, 10% hallucinations, and 8% euphoria. The 

behaviors associated with dementia that are most difficult for the caregivers are often the 

disruptive behaviors such wandering, agitation, aggressiveness, restlessness and 

repetitiveness (Patterson, et al., 1997). These behaviors are often attributed to the disease 

itself or to side effects from medications intended to treat associated symptoms. Many 

times these disruptive behaviors are the primary reason for admission to nursing homes. 

The neuropsychiatric disturbances of dementia are among the most disabling consequences 

of this disorder, the most troublesome for caregiver, and a major reason for the 

institutionalization of persons with dementia (Cummings & Mendez, 1997). 

Tariot, Podgorski, Blazina and Leibovicii, (1993) found in a study of 80 nursing home 

residents that 91% had at least one psychiatric diagnosis and at least one behavioral 

problem; 50% had four or more behavioral problems. These behaviors ranged from 
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destructive to property 5%, to wandering 21%, active aggression 29%, passive aggression 

55%, and verbal aggression 39%. 

Aarsland, Cummings, Yenner and Miller (1996), studied 75 patients with Alzheimer's 

disease. Thirty-five percent exhibited verbal or physical aggression. Physical aggression 

was more often associated with activity disturbances and hallucinations, and verbal 

aggression was associated with delusional ideation. Neither age nor gender was related to 

the incidence of aggression. These studies indicate that behavioral disturbances are 

frequently seen in patients in nursing homes who have cognitive impairment. Adequate 

assessment of all possible contributing factors, including pain is vital. Treatment for these 

patients must be inclusive. 

The concept of agitation has been described as inappropriate verbal, vocal, or motor 

behaviors that are not explained by medical problems, social or environmental disruption, 

not simply explained by needs or confusion (Cohen-Mansfield's study as cited in Tariot, 

Schneider & Katz, 1995). Behaviors associated with agitation can be repetitious (verbal 

or physical), aggressive (verbal or physical), and socially inappropriate (Cohen-Mansfield 

study cited in Tariot, Schneider & Katz). For the purposes of this study agitation will be 

measure by the occurrence of the following behaviors: 1) abusive to self, self-mutilating, 

2) verbal abuse, abusive language to others, and 3) sudden angry outbursts. 

Restlessness is seen as those activities or actions, which have no functional purpose. 

For the purposes of this study restlessness will be measured according to the three 



dimensions ofthe instrument: 1) excessive restlessness, 2) excessive wandering, 3) 

repetitive chatter, wailing or constant yelling. Restlessness and agitation can occur in 

association with each other but may also occur independently of the other. 
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In summary, despite the prevalence of conditions that predispose the elderly population 

to chronic pain much remains to be learned about pain management in this patient 

population. Of particular concern are individuals with dementia who may not be able to 

communicate their needs consistently or in ways easily understood by their caregivers. 

Individuals with dementia are not precluded from other chronic conditions that may be 

associated with pain, such as arthritis, osteoporosis or angina. Indeed, individuals with 

dementia may exhibit agitation and restlessness when they experience pain. Appropriate 

pharmacological treatments for the behavioral problems often associated with dementia 

may enhance the quality of life for the patient. 

Statement of the Problem 

Many individuals who suffer from dementia experience a number of disruptive 

behaviors such as agitation and restlessness. These behaviors are extremely troublesome 

for families and caregivers and often require increased time and staff when individuals are 

admitted to nursing facilities. It is common practice to give psychotropic medications 

including anti-anxiety medications, antipsychotic medications, and antidepressant 

medications to these individuals in an attempt to decrease the incidence of disruptive 

behaviors and make care management easier and safer for caregivers. Unfortunately, these 
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medications are frequently associated with undesirable side effects. These side effects may 

include uncontrolled restlessness or akathisia (Katzung, 1998). Untreated pain may be a 

factor in behavioral changes in persons who cannot accurately report their symptoms. 

Therefore, administration of analgesic medications rather than psychotropic medications 

may be a more effective treatment regimen. 

Purpose 

The purpose of this quasi-experimental study was to determine if people suffering from 

dementia would benefit from the regular administration of analgesic medication. 

Hypothesis 

1. The frequency of agitation in a selected group of people living on a specialty unit for 

dementia in a nursing home will not be decreased when given regular doses of analgesic 

medication. 

2. The frequency of restlessness in a selected group of people living on a specialty unit for 

dementia in a nursing home will not be decreased when given regular doses of analgesic 

medication. 

Significance of Research 

The number of individuals affected by dementia is expected to increase as the 

population ages. Dementia affects 6% or more of the population 65 years of age or older 

and nearly half of those 85 years or older. The number of Americans affected by this 

disease is expected to increase from the current 4.5 million people to over 20 million 
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people by the year 2030 (Cummings & Mendez, 1997). With this trend it is imperative that 

health care providers be able to adequately assess and treat individuals with dementia. 

Nurses and other health care workers in clinical practice are providing care to individuals 

suffering from dementia who often exhibit restlessness and agitation. Restlessness and 

agitation seen in patients with dementia can be troubling for family members and be a 

management problem for health care workers. Proper assessment and management of the 

behaviors associated with dementia is essential for the patient, family and health care 

providers. 

Summary 

Dementia is characterized by a progressive decline in intellectual functioning, which 

interferes with the individual's ability to consistently communicate needs. The disease is 

often associated with agitated and restless behavioral symptoms, which are particularly 

troublesome to loved ones and provide management problems for health care workers. A 

variety of medications, including anti-psychotic, anti-anxiety, antidepressant medications 

and mood stabilizers have been tried with people with dementia in an attempt to control 

these disturbing behaviors. It is possible that some of the behaviors seen in people with 

dementia may be the result of, or aggravated by, concurrent disease processes commonly 

present in the elderly. These diseases could result in the experience of pain and increase 

the incidence and severity of disruptive behaviors seen in dementia. Treatment of people 



with dementia who exhibit agitated behavior and restlessness with analgesic medications 

might result in pain relief and reduction of destructive behaviors. 

16 



CHAPTER II 

CONCEPTUAL FRAMEWORK AND LITERATURE REVIEW 

In this chapter a conceptual framework for this study is proposed. In addition, an 

overview of the pertinent literature associated with pain in the elderly and those with 

dementia will be will be examined. 

Conceptual Framework 

17 

The Enablement perspective was developed as theoretical framework for 

Gerontological nursing. The Model specifically examines the effects of dementia on the 

abilities of individuals and will be the conceptual basis for this study (Dawson, Wells & 

Kline, 1993). The Enablement Model examines the effects of dementia on the abilities of 

individuals. It recognizes that dementia is a chronic often-progressive disorder that 

interferes with the individual's cognitive and later physical abilities. The model provides a 

framework for the administration of care that focuses on persons' abilities rather than their 

disabilities. The administration of care optimizes the individuals' abilities and assists them 

in functioning at their full potential for as long as possible. 

Enablement is defined as "the process of going into abilities." (Dawson, Wells & 

Kline, 1993, p 3). The Enablement nursing process involves helping others to function 

according to their abilities (Wells & Dawson, 1998). This focus on individuals' abilities 

rather than disabilities shifts providers' thinking from a nihilistic, nothing can be done 



attitude that exists both with a disability framework and the dominate orientation around 

disease, which emphasizes pathology to one that promotes optimal functioning (Wells & 

Dawson, 1998). 
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There is an important relationship between the competence of the individual and 

stimulation in the environment. The ability of people to function in the presence of disease 

is determined not only by the nature of the disease, but also by context or the environment 

in which they live (Wells & Dawson, 1998). When an individual's competence is low, then 

less environmental stimulation can be tolerated. An individual with cognitive impairment 

may be easily burdened by excessive stimulation. This stimulation may include the 

occurrence of pain, which the individual with cognitive impairment may not be able to 

identify or may not be able to communicate to care givers. Even minor chronic pain may 

easily burden the individual with cognitive impairment and may cause the individual to 

respond behaviorally. These behavioral symptoms may be exhibited by the occurrence of 

agitation and restlessness, common behaviors among persons with dementia. Therefore, 

behavior of the individual is not a result of the disease but rather a response to the 

environment (Dawson, Wells & Kline, 1993). 

The Enablement nursing process begins with an expert knowledge and understanding 

of the disease processes involved with dementia. A complete assessment is done to 

identify individual abilities that are retained and identifies those that are in danger of being 

lost due to the progression of the disease. Those abilities that are retained or present are 
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promoted through interventions that are ability enhancing. These interventions promote 

the individual's abilities and allow the individual to function at his or her optimum level for 

as long as possible. 

The promotion of self-care abilities prevents excess or premature disability that is often 

seen in patients with dementia. Many self-care activities are over learned skills such as 

eating, combing hair, washing hands and face, and brushing teeth. Some of these self-care 

abilities can remain intact even in advanced stages of the disease (Dawson, Kline, Wiancho 

& Wells, 1986). Promotion of these activities by the nurse prevents excess disability that is 

not consistent with the stage of the disease or premature disability. Patients are 

encouraged to function at an optimum level for as long as possible. 

For those abilities that the individual has lost due to the progression of the disease, the 

nurse provides ability-compensating actions. These actions provide the individual with 

care that they are no longer able to provide for themselves. These nursing actions assist 

the individual to function within their environment and according to their abilities. 

The ideas ofEnablement are extremely useful in caring for persons with cognitive 

impairment. It has long been recognized that individuals with dementia lose the ability to 

communicate effectively (Teri, Logsdon & Yesavage, 1997). As the disease progresses the 

individual loses the ability to comprehend language and verbally express ideas. The loss of 

verbal skills is progressive in dementia and may progress to the point the individual is 

unable to speak or his/her speech is not easily understood or makes no sense. For those 
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individuals who have lost the ability to communicate their needs effectively the nurse can 

compensate for this lost ability by noting facial expression, behavior, body movements and 

body language. The Enablement model is depicted in graphic form in Figure 1. 
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This research examines the relation between agitation and restlessness among 

individuals with dementia and analgesic use. Although they may be unable to clearly 

articulate their needs, individuals with dementia may have medical conditions that may 

result in the occurrence of pain. Within the context of the Enablement model the 

individual's functional ability may be enhanced and prolonged if the individual is properly 

assessed and treated for the occurrence of pain. By promoting the individual's abilities 

through the Enablement model premature disability can be avoided and quality of life can 

be preserved. 

Literature Review 

There has recently been increased interest in the study of pain management. It has been 

recognized that individuals do experience pain and it is a moral and professional 

responsibility of the health care community to provide adequate pain relief to individuals 

who experience pain (American Geriatrics Society, 1998). The elderly are prone to 

numerous conditions, which can result in chronic pain. Untreated chronic pain in the 

elderly can lead to depression, decreased socialization, sleep disturbance, impaired 

ambulation, and increased health care costs (Ferrell, 1991 ). 

The occurrence and perception of pain is a multifactoral issue. To examine the selected 

areas of this phenomenon as they relate to this study, the literature review will focus on 



those aspects of pain as they relate to the elderly. In addition, the literature review will 

look at pain in the elderly with dementia and behaviors associated with dementia. 

Pain in the Elderly 

Pain is a subjective experience, difficult to objectively rate by a physiologic marker. 
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However, chronic pain is frequently self-reported among older people (Ferrell, 1991). For 

adults living in nursing homes, pain is common with 45-80% of residents having under

treated pain (Ferrell, 1995; Ferrell, Ferrell & Rivera, 1995). 

Wagner et al. ( 1997) studied the prevalence of pain and the effectiveness of pain 

interventions for residents of Oregon nursing home facilities. Of the sample of 461 

residents, 56% of those with pain were treated effectively while 44% where not treated 

adequately as reported by the surveyors. The most common problem for adequate pain 

management resulted from lack of assessment or communication breakdown. Staff often 

did not recognize the nonverbal signs of pain such as moaning by the patients as an 

indication of pain. There was also a lack of communication between direct care staff, the 

charge nurses, and physicians that added to the failure to identify and assess pain. The 

researchers noted a tendency of licensed nurses to respond to behavioral symptoms that 

might be related to pain by requesting physicians' orders for a psychoactive medication, 

such as sedative or hypnotic, before attempting to rule out pain. 

Yates, Dewar and Fentiman (1995) looked at the views of elderly people living-in long

term residential care settings on pain. Forty-two people, all of whom where 65 years of 



age or older participated. Data were collected in ten focus group interviews with an 

average of five people in each group. Each interview was approximately one hour in 

length. Open ended questions where asked such as "how much pain do you think older 

people experience?" and "tell me about the last time you had pain?" 

The researchers found that there was an expectation that it is usual for elderly people 

to have pain and they simply need to "put up with" the pain. The researchers found 

ambivalence about the benefits of pain-relieving medication or other pain-management 

strategies. There was reluctance on the part of elders to express pain. They did not want 

to bother others with their pain and believed the staff was too busy to help. The patients 

also did not want to be perceived as "complainers". Of particular interest was the 

suggestion from the comments that one of the most important things patients want from 

nurses is empathy and kindness. The researchers believe the results support the need for 

patient education to correct many of the misconceptions elders have about pain. 

24 

Cook (1998) examined the effectiveness of a cognitive-behavioral pain management 

program for elderly nursing home residents with chronic pain. Psychological interventions 

for pain management have become standard and part of interdisciplinary programs for 

chronic pain. The application of these modalities to pain management in the elderly is 

relatively new. The subjects for this study were 21 elderly residents of two nursing homes. 

The subjects were all cognitively intact or had mild memory impairments. The incidence of 

pain was based on self-report. Subjects were divided into two groups (n=11) for the 
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cognitive-behavioral group and (n=10) for the attention support group. The cognitive

behavioral treatment consisted of 10 weekly sessions and included: (a) education and 

reconceptualization of pain; (b) training in behavioral and cognitive coping skills, including 

progressive relaxation, imagery, attention diversion, and cognitive restructuring; and (c) 

consolidation of skills and follow through using planning, practice, and role-playing. The 

attention support group treatment consisted of 10 weekly sessions that involved 

discussions about pain experiences, coping and other topics of interest. 

The results of this study demonstrate that cognitive-behavioral treatment is effective 

for reducing pain and pain-related disability in elderly nursing home residents with chronic 

pain. Up to 80% of the treated patients had a marked decrease in the frequency and 

severity of pain. In the attention support group, 30% improved and 70% worsened in the 

incidence of pain. Although involving a small sample with no control group, this study 

would suggest that elderly nursing home residents with minimal cognitive impairment 

could be taught to apply cognitive and behavioral strategies that are known to be helpful 

for younger chronic pain patients. 

Casten, Parmelee, Kleban, Lawton and Katz ( 1995) examined the relationship between 

anxiety, depression and pain in 4 79 institutionalized geriatric patients. The patients lived in 

a facility for Jewish elders consisting of apartment housing and skilled nursing home. The 

researchers measured the incidence of depression and anxiety to determine if they affected 

the incidence of pain. This research indicated that elderly subjects who are anxious and or 
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depressed voice more localized pain complaints than their non-anxious and non-depressed 

counterparts. Those who were anxious and or depressed also reported more intense pain. 

These results would support the idea that anxiety and depression contribute significantly 

to pain. The researchers did not look at the incidence of pain in severely cognitively 

impaired subjects. 

One group of researchers looked at the prevalence of pain among the oldest old in 

Sweden (Brattberg, Parker & Thorslund, 1996). The researchers examined 537 elders 

who lived in their homes or service apartments, which offered independent living. Of the 

sample, 72.8% reported having some kind of pain and 33.3% reported at least one severe 

pain. Of those aged over 85 years, 68.3% reported some kind of pain; 35.3% reported at 

least one severe pain. 

It was noted by the researchers that the incidence of musculoskeletal pain is female 

dominated for both mild and severe pain. Females also had a higher incidence of multiple 

pain sites and increased severity of pain than their male counterparts. The researchers 

noted no significant differences in the relationship of age and the incidence of pain 

however; this had been demonstrated in previous studies. 

Ferrell, Ferrell, and Rivera (1995) examined the experience of pain in 325 nursing 

home patients. The purpose of the study was to determine the prevalence of pain and what 

percentage of nursing home patients with pain can be assessed using pain-intensity scales. 

The mean age of the sample was 84.9 years and approximately 85% were female. The 
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average Folstein Mini-Mental State Exam score was 12 +/- 7.9 (range, 0-30; normal being 

greater than 23 out of30). Sixty-two percent of the subjects reported pain while 38% 

denied any painful problems or could not give meaningful responses to the questionnaire. 

The most common location for pain was back-67.1 %; knee-58.2%; foot/ankle-52.2%; 

shoulder-47.8% and neck-45.5%. Most subjects described more than one location for 

pain. The most common etiology for the occurrence of pain was arthritis (70%), followed 

by old fractures (13%), neuropathies (10%), and malignancies (4%). It was noted that 

37% of subjects who complained of pain had no documented etiology for their pain in the 

medical record. The most common treatment for pain was the administration of 

acetaminophen (81% ). 

The researchers evaluated the use of the McGill Pain Questionnaire, Memorial Pain 

Assessment Card Sub Scale, Rand Coop Chart, Verbal 0-10 scale and 100-mm Visual 

analogue scale. Of the five scales presented, most subjects (83%) could complete at least 

one of the scales. The highest completion rate was for the McGill Pain Questionnaire 

(65%) followed by the Memorial Pain Card Sub Scale (59%). 

The researchers concluded that pain is a common problem in the elderly who require 

nursing home care. Despite the number of medications typically given to this population 

analgesic drugs appeared to be used sparingly. The use of non-pharmacological strategies 

also appeared to be limited. Cognitive impairment is a barrier to pain assessment and 

management in this population. Twenty-one percent of patients in these skilled nursing 
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facilities were unable to make their needs known. None of the pain intensity scales tested 

in this study was ideal for all cognitively impaired patients with pain. However, self-rating 

of pain in this population may be possible (Ferrell, Ferrell, & Rivera, 1995). 

Stein and Ferrell ( 1996) looked at the incidence of pain among 97 patients from a 311 

bed, multilevel, long term care facility. Seventy-one percent of these patients had at least 

one pain complaint. Of these, 34% described continuous pain and 66% had intermittent 

pain. Only 15% had received pain medications despite the fact 84% had physician orders 

for pain medications. The most common sources of pain were low back pain ( 40% ), 

previous fractures (14%), neuropathies (11 %) and leg cramps (9%). There was a 

correlation between pain and attendance at social activities. Those with higher incidence of 

pain attended fewer activities. There was little association between pain and depression 

and Activities of Daily Living (ADL) scales. 

The researches conclude that pain is a common problem that is often poorly managed 

in the nursing home. There are a number of reasons for thes.e phenomena including 

misconceptions about the use of analgesics in this population and lack of reliable pain 

assessment tools (Stein & Ferrell, 1996). 

Pain in Elderly Individuals with Dementia 

The literature on pain management in people with dementia is sparse. Despite the 

prevalence of dementia, there is little known about pain management in this patient 
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population. There are no valid assessment tools for the determination of pain in individuals 

who suffer from dementia. 

Parmelee, Smith and Katz, ( 1993) studied 7 58 elderly institutionalized residents to 

determine if there was an association between self-reported pain and cognitive impairment. 

Measurements of the participants' cognitive status and pain intensity were made. Pain was 

assessed by subjective pain intensity and localized pain complaints. The association of 

cognitive ability, pain intensity and localized complaints, suggested that as cognitive 

impairment increases, reported problems with pain decrease. Those with moderate to 

severe cognitive impairments reported less intense pain than did either mildly impaired or 

groups who experienced no cognitive impairment. Those who were cognitively impaired 

reported less backaches and joint pain. These sites are typically the ones associated with 

pain seen in arthritic conditions, immobility and other problems of chronic aging. The 

researchers concluded that the results would support the idea that cognitive impairment 

interferes with pain reporting. 

While chronic pain is a common problem among nursing home residents, it is 

frequently undetected, especially among persons with cognitive impairments. In a study of 

100 veterans living in a nursing home, Sengstaken and King, ( 1993) examined the ability 

of the physician to detect pain among the sample and to determine factors that may 

interfere with the physicians' ability to assess pain accurately. The treating physicians 

identified chronic pain in only 43% of communicative patients who experienced pain and 
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only 1 7% in non-communicative patients. It was noted that those patients who were able 

to communicate were more likely to have been diagnosed with musculoskeletal disease 

and were more likely to receive regularly scheduled medication. Physicians were less likely 

to identify and treat chronic painful conditions in non-communicative patients. 

Scherder and Bouma (1997) explored the hypothesis that there is a lower use of non

steroidal anti-inflammatory drugs (NSAID) and other analgesics in patients with 

Alzheimer's disease as compared to elderly without the disease. A sample of66 

individuals with Alzheimer's disease was compared to 70 elderly people without dementia, 

living in a nursing home. The use ofNSAID's and non-NSAID's drug use was 

summarized and totaled for each subject over a six-month period. The study supported the 

contention that the percentage of patients with a painful condition is equal among both 

controls and dementia patients and the need for medication is similar for each painful 

condition within each group. The percentage of those without dementia with a painful 

condition (64%) was significantly higher than the percentage of those with Alzheimer's 

disease (33%) (p<0.002). The percentage of patients with dementia using drugs is low not 

only for NSAID's but also for analgesic non-NSAID. This finding is even more 

remarkable when considering that many nursing home residents without dementia are 

typically under-treated for pain. The need for analgesics appeared to be similar in all 

three stages of dementia not only the early and middle stages (Scherder and Bouma, 

1997). 
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Marzinski (1991) noted a lack of an effective pain assessment tool and tried to 

differentiate between normal behaviors and pain behaviors in confused patients. This was 

an extremely difficult task as people experience and respond to pain differently. In the 

study (N=5), normal behaviors could be moaning and rocking; quiet and nonverbal and 

pain behaviors could be withdrawn and quiet or rapid blinking with slight facial grimace. 

Other painful behaviors were described as: cries easily, agitation and combativeness, 

withdraws from activities and quiet. Although involving a very small sample this research 

does demonstrate the wide range of behaviors that can be a result of the dementia process 

or an expression of pain. 

Porter, Malhotra, Wolf, Morris, Miller and Smith (1996) studied the effects of 

dementia on the response to pain in 51 community-dwelling, cognitively intact individuals 

65 years of age or older and 44 community or nursing home dwelling person with 

dementia. The researchers performed a venipunture and measured biobehavioral changes. 

The researchers found that cognitive deficits appear to blunt physiologic responses to 

pain. The individuals with dementia exhibited less heart rate increase during the 

preparation phase of the venipuncture possibly due to lack of perception of the impending 

event. The subjects with dementia responded more to the actual stick with increased 

behavioral responses evidenced by changes in facial expression. Dementia interfered with 

the ability to respond to direct questions about anxiety and pain. 
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Fisher-Morris and Gellatly (1997) examined at the experience and expression of pain 

using qualitative methods for two individuals who suffer from Alzheimer's disease. The 

first was a 90-year-old woman with stage four dementia (moderate) with an advanced 

stage of breast cancer. This individual had a large ulcerated lesion that had invaded and 

destroyed the left breast and chest wall. She did not experience any physiological 

symptoms of pain nor did she verbalize the experience of pain. In addition, she 

experienced a severe episode of herpes zoster radiating around her lower spine, sides and 

abdomen. During these episodes, she did not display any indications that she was 

experiencing pain and reported no pain when questioned. 

The second individual, a 70-year-old man who had a surgical repair for a fractured 

femur, was up ambulating within hours ofhaving the surgery with no complaints of pain. 

He was administered large amounts of chlorpromazine for wandering behavior, and 

received no pain medication. 

The researchers then conducted a survey of caregivers to determine if there was a 

subset of individuals who suffer from Alzheimer's disease but who do not experience pain. 

In the 4 7 questionnaires returned, 28 caregivers reported acute accidents, 18 reported 

acute surgical conditions and 7 reported infections or chronic conditions in persons with 

dementia, which should have resulted in the experience of pain. The caregivers did not 

witness any nonverbal behaviors that would indicate the individuals were in pain. In 

addition, the affected individuals did not verbalize feeling pain even when asked directly. 
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The researchers conclude that there may be a subgroup of people with Alzheimer's disease 

who do not report the experience of pain. 

Horgas and Tsai (1998) studied the prescription and administration of analgesic 

medications to treat pain in cognitively impaired nursing home residents by examining 339 

residents that lived in four nursing homes in Western Pennsylvania. The researchers 

reviewed the medical record for residents with a diagnosis of a cognitive disorder and 

conditions that typically result in chronic pain. The researchers then looked at the use of 

analgesic medication. The results indicated that residents with diagnosed cognitive 

disorders were given significantly fewer pain medications than cognitively intact elders in 

the same sample (p<.01). In addition, cognitively impaired elders were prescribed and 

administered significantly lower dosages of pain drugs than those who were not diagnosed 

with a cognitive disorder. The more disoriented and withdrawn residents were prescribed 

significantly lower dosages of analgesics, even after controlling for the presence of painful 

conditions. These findings highlight the difficulties of assessing pain in cognitively 

impaired elders and the lack of knowledge among health care providers about effective 

pain management. 

Yamamoto, Kachi and Igata (1996) studied pain related somatosensory evoked 

potentials (pain SEPs) in 25 patients with dementia. The sample consisted of 7 persons 

with Parkinson's disease, 14 with symptoms resembling those with Parkinson's disease 

comprised of 7 with progressive supra-nuclear palsy (PSP), 4 with multiple cerebral 
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infarction, 2 with corticobasal degeneration and one with multiple system atrophy, and 4 

with dementia of the Alzheimer type (AD). A C02 laser was used to elicit pain SEP's. 

The dorsum of each hand was stimulated independently every three seconds and the beam 

location was slightly changed at each stimulation to avoid habituation. The pain response 

was measured as well at the auditory event related potentials (auditory ERPs). 

The researchers found that the patients with severe dementia seemed to feel pain, as 

they did withdraw their hand when its dorsum was stimulated with the C02 laser. 

Nevertheless, pain SEPs was not included in individual's with severe dementia. It may be 

that the perception of pain is impaired in the process of dementia. 

In one study of 46 patients, the researchers looked at methods to assess discomfort in 

confused elderly patients (Miller, et al., 1996). Four methods of nursing assessment were 

examined: 1) a question of discomfort, 2) a discomfort thermometer, 3) a discomfort 

screen, and 4) the Discomfort Screen-Dementia Alzheimer Type (DS-DAT). Initially, the 

researchers asked the subjects "Are you uncomfortable now?" The researchers then rated 

the responses. The discomfort thermometer is a variation of the horizontal visual scale, 

which is used to assess pain in adults. This study looked at the visual analog scale to 

determine if it could be used for confused elderly patients. The Discomfort Screen was 

developed as an instrument of the Acute Confusion and Hospitalized Elders: Patterns and 

Interventions Study for use with confused elderly patients. The Discomfort Scale for 



Patients with Dementia of the Alzheimer's Type (DS-DAT) was developed to assess 

discomfort in institutionalized veterans with advanced Alzheimer's disease. 
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The researchers found that on the question of discomfort six of the 46 patients (13%) 

were unable to respond to the question. As the degree of confusion increased the patients' 

ability to report the presence of pain decreased. The researchers concluded that confused 

elderly patients had difficulty using the discomfort thermometer. Only 13 of 44 patients 

(27%) could respond to the discomfort thermometer. The researchers noted on several 

occasions that patients were in obvious pain but when asked about discomfort immediately 

following the experience the patients could not respond to the instrument. The 

discomfort screen was administered 21 7 times to patients. The instrument was not helpful 

in assessing discomfort. The DS-DAT was administered 238 times to patients in 

situations likely to result in discomfort. The mean discomfort score was higher in 

situations of likely discomfort compared to unlikely discomfort. The researchers believe 

the DS-DAT was more useful in reflecting relative changed in the individual patient's 

discomfort than in comparing discomfort between patients. 

Parmelee (1996) studied pain in 871 cognitively impaired older persons. Data were 

obtained on cognitive status, pain, functional disability, and depression. Cognitive status 

was measured with the 32 point Blessed Memory Information-Concentration test. Pain 

intensity was assessed using the PGC Pain Scale. The researchers found that the 

percentage of persons expressing at least one chronic pain complaint decreases with 
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increasing cognitive impairment. More impaired individuals were consistently less likely to 

have any pain complaint. The exception was headaches, which were more common in 

impaired persons. 

The researchers tested the hypothesis that some of these findings may be related to the 

fact that cognitively intact individuals who require institutionalization do so for chronic 

physical health problems that would increase the incidence of pain in these individuals. 

Those individuals who are cognitively impaired may otherwise be relatively healthy but are 

institutionalized because of the need for close supervision. These effects remain significant 

even after controlling for functional disability ruling out the notion that the effect is driven 

by differences in specific health conditions. 

Behaviors Associated with Dementia 

Dementia is often associated with disruptive behaviors that may reduce the quality of 

life for impaired individuals. These disruptive behaviors may eventually result in early 

institutionalization for the individual (Teri, 1997). 

In a longitudinal study Hope, Keene, Fairburn, McShane and Jocoby (1997) examined 

the behavioral changes of 97 elderly people with a diagnosis of Alzheimer's disease or 

vascular dementia. Behaviors were assessed using the Present Behavioral Examination to 

assess subject's behavior over the preceding 4 weeks. The relationship between the types 

of behavior was examined to determine if there were correlations between the individual 

behavioral items and to look for associations between the behavioral items using both 
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factor and cluster analysis. Those items, which had no significant correlation with any 

other variable, were excluded (a threshold for significance of:g< 0.05). Seventeen key 

behavior items, which were both common and clinically important, were selected for 

further analysis. Three syndromes were identified: a) over-activity (walking more, 

walking aimlessly, trailing the caregiver or checking where the caregiver was); b) 

aggressive behavior (physical aggression, aggressive resistance, and verbal aggression); c) 

psychosis (anxiety, persecutory ideas and hallucination). The researchers concluded that 

over-activity, aggressive behavior and psychosis form three distinct behavioral syndromes 

in dementia. 

Hwang, Yang, Tsai, and Liu (1997) examined behavioral disturbances in 75 inpatients 

with dementia of Alzheimer's type in Taiwan. The researchers measured behavioral 

disturbances and psychiatric symptoms using a checklist adapted from the Behavioral 

Pathology in Alzheimer's Disease Rating Scale (BEHAVE-AD). The criterion for 

significance was set at :g< 0.05. Only four (5.0%) patients with dementia had no 

behavioral disturbances. The most common behavioral disturbances were sleep 

disturbance (61%), aggression (54%), wandering (45%), hyperphagia (36%), and 

inappropriate sexual behavior (11% ). Findings indicated that the number of behavioral 

problems increased in association with an increase in the severity of cognitive impairment. 

The researchers concluded that patients with dementia frequently have behavioral 

disturbances. 
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Marx, Cohen-Mansfield and Werner (1990) examined aggression in 408 nursing home 

residents. Nurses measured aggression using the Cohen-Mansfield Agitation Inventory 

(CMAI). Items measuring aggression included: biting, cursing, eating inappropriate 

substances, grabbing, hitting, hurting oneself or others, intentionally falling, kicking, 

physical sexual advances, pushing, scratching, spitting, throwing and verbal sexual 

advances. Cognitive impairment was measured using four axes (concentration, recent 

memory, past memory, orientation) of the Brief Cognitive Rating Scale (BCRS). Forty

nine percent of the residents were categorized as aggressive. Fifty-eight residents 

exhibited only physically aggressive behaviors, 42 only verbally aggressive behaviors and 

64 displayed both physical and verbal aggression. Thirty-five residents manifested 

sexually aggressive behaviors, self-abusive behaviors, or a combination of these behaviors 

with physical or verbal aggression. Results showed that physically aggressive residents 

and those residents who manifested self-abusive or sexual aggression were significantly 

more cognitively impaired than were residents who were non aggressive or who 

manifested only verbal aggression (p<.05). The more aggressive residents were typically 

men who were severely cognitively impaired, had poor social interactions and had a 

tendency to fall. Those individuals who where aggressive in the nursing home were also 

physically or verbally aggressive prior to nursing home entry. 
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Summary 

This chapter examined the conceptual framework ofEnablement. This framework 

provided a model for the promotion of individuals with dementia to their full potential. A 

review of the literature examined chronic pain, pain in the elderly and pain in those with 

dementia. 



CHAPTER III 

METHODOLOGY 

Introduction 

This chapter consists of a description of the research methodology including purpose, 

sample, research design, instruments, data collection protocol, plan for data analysis and 

protection of human subjects. 

Purpose 

The purpose of this study was to determine if the frequency of agitation and 

restlessness observed in individuals with dementia is decreased when regular doses of 

analgesic medications are administered. 

Sample 
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Convenience samples of 4 adult subjects were evaluated at Valley Manor Care Center 

in Montrose, Colorado. Valley Manor is a 120-bed long-term care facility owned by 

Volunteers of America, a nonprofit organization that provides care for elderly and 

chronically ill persons. All the subjects resided on a 24-bed specialty unit designed for the 

care of people with dementia. Many of the residents of this unit exhibit agitation 

restlessness. All the residents were significantly cognitively impaired and need 24-hour 

care and supervision. The unit is secured by a c~ded, locking system to prevent the 

residents from wandering. All the residents are ambulatory, most need assistance with 

some activities of daily living (ADL) but are able to feed themselves. 
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A multidisciplinary care team that consisted of nurses, social worker, activity director, 

unit director, nutritionist and nursing assistants referred potential subjects to the 

researcher. This team of health care specialists knows the residents very well. The team 

reviews each patient's status on admission, when change of condition occurs, and 

quarterly thereafter. 

For those subjects referred for potential inclusion in the study, the researcher reviewed 

the chart for diagnosis, date of birth, current laboratory studies (within the last year) 

indicating liver and kidney function, current medications, admission date, and allergies. 

Eligible subjects all had a diagnosis of dementia, senile dementia, multiple infarct 

dementia, vascular dementia or Alzheimer's disease. Each subject was at least 60 years of 

age. The subjects all displayed agitated or restless behavior as defined in Chapter 1 within 

the last 30 days as documented in the record or reported by the staff. The subjects were 

free of acute illness as determined by the Registered Nurse supervisor. 

Potential subjects were excluded if they did not have an individual empowered to give 

informed consent, i.e. guardian or power of attorney. In addition, individuals were 

excluded if the staff anticipates the subjects to be discharged or transferred in the next 30 

days. The potential subject was excluded from study if s!he has an allergy to 

acetaminophen or a G-6-PD deficiency; currently receives a regular scheduled dose of 

analgesic medication; currently takes coumadin (warfarin); is unable to take oral 

medications; has a liver or kidney disease evidenced by diagnosis or presence of pertinent 
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biomarkers; history of alcohol abuse; request of the primary care physician to exclude the 

individual from the study; has an acute illness; is newly admitted to the specialty unit 

(within the last 30 days) or has a Mini-Mental Status Examination (MMSE) score >23. 

Names of potential subjects who met study criteria were submitted to their primary 

care physician. The research design, methods and protocol were explained to the 

physician and verbal permission for the patient to be included in the study was obtained. A 

telephone order (which the physician later signed) was written stating the patient may 

participate in the research study. The individual empowered to give consent was then 

contacted by telephone for those potential participants identified as meeting study criteria 

and approved for participation by their physician. The informed consent was explained 

and signed. Any questions were answered. Patients had the right to refuse the 

intervention offered to them, even if they lacked the capacity to give consent to participate 

in the study. 

Research Design 

This study used a quasi-experimental double blind, cross over research design. All 

participants were blinded to treatment with the exception of the pharmacist who does not 

have direct contact with the patient, care team, or families. The pharmacist or designee 

was available 24 hours a day, seven days a week, in the event the attending physician or 

health care provider needed knowledge of current medications. 



The participants were randomly assigned to two different treatment groups. The 

patient's medical record number was placed on a piece of paper and placed in a hat. The 

pharmacist drew out the numbers. The first two numbers drawn were placed into study 

group 1 and the second two numbers were placed in study group 2. 
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The study had duration of six weeks divided into three observational periods. During 

time period 1 (day 1-14) both groups will be observed for the frequency of agitation and 

restlessness behavior. During time period 2 (day 15-28) group 1 received a placebo four 

times a day at, 07-12-17-22 hours. Group 2 receive acetaminophen 650 mg four times a day 

at, 07-12-17-22 hours. During time period 3 (day 29-43) group 1 received acetaminophen 

650 mg four times a day and group 2 received a placebo four times a day. The clinical 

effectiveness of acetaminophen is thought to be demonstrated within a couple of days of 

regular use and if effective in decreasing the incidence of agitation and restlessness would 

be demonstrated within a fourteen day period (Gardner, personal communication, April 

23, 1998). The research design and time frames are illustrated in Table 1. An effort was 

made by the pharmacist to assure the placebo and acetaminophen was similar in 

appearance. The acetaminophen and the placebo were placed in cassettes identical to the 

other medication supplied to the nursing facility. 
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Table 1 

Cross over research design and time frames 

Time Frames 

Day 1-14. Day 15-28. Day 29-43. 

Group 1 No treatment, Placebo QID* Acetaminophen 650 
(n=2) baseline mg QID* 

observational 
period. 

Group 2 No treatment, Acetaminophen 650 Placebo QID* 
(n=2) baseline mgQID* 

observational 
period. 

* QID=four times a day at 07-12-17-22 hours. 

Removal of Participants During the Study 

Under certain conditions participants may need to be withdrawn from the study. In the 

event that participants exhibit signs or symptoms of an acute illness such as fever, dramatic 

changes in cognition or level of functioning, they will be withdrawn from the study. In 

addition, the participants will be withdrawn if they experience an injury that requires 

regular administration of analgesic medication. Although highly unlikely, if the resident 

exhibits possible adverse effects that may be due to the administration of acetaminophen 

i.e. elevated liver function tests, they will be withdrawn from the study. The nursing staff 



or primary care physician may withdraw participants from the study for any of these or 

other reasons they deem appropriate at any time. The researcher will be informed of the 

participants' withdrawal. 

Protection of Human Subjects 
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The research proposal and consent form was presented to the University of Arizona 

Human Subjects Committee and approved. (See Appendix A) All participants had an 

individual authorized to give informed consent. The patient representatives were given a 

complete description of the study and written informed consent was obtained. (See 

Appendix C) The individual authorized to give consent was informed of his/her right to 

withdraw the participant from the project at any time without incurring any ill will. The 

individual who authorized consent was given the opportunity to ask questions initially and 

throughout the study. To assure subject anonymity and confidentiality, both the participant 

and the data collected were assigned a code number and all data was coded accordingly. 

The data was secured in a manner approved by the Human Subjects Committee. In 

addition, all of the nursing homes' criteria for protection ofhuman rights were followed. 

Institutional approval was granted by the nursing facility. (See Appendix B) 

Instruments 

The following demographic information was obtained on all participants: age, gender, 

marital status, ethnicity, diagnosis (es) and length of stay. The demographic information 

was used in describing the sample and identifying any co-morbidity. 
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The occurrence of episodes of agitation and restlessness was tracked using the 

"Behavior Flow Record" monitoring form. (See Appendix D) This form is currently used 

by the nursing home. Behavior for agitation and restlessness was be monitored 24 hours a 

day by the nursing staff and recorded. The following target behaviors were monitored for 

restlessness: 1) excessive restlessness, 2) excessive wandering, 3) repetitive chatter, 

wailing or constant yelling. The occurrence of agitation was monitored with the following 

target behaviors: 1) abusive to self, self-mutilating, 2) verbal abuse, abusive language to 

others, and 3) sudden angry outbursts. 

In an effort to increase the inter-rater reliability and validity of the Behavior Flow 

Record, the staff was instructed in its use by the researcher at three in-services. Key 

nursing home employees from each shift were provided with information about the study 

and their assistance sought to participate in data collection. For those employees who 

agree to participate, in-services were conducted initially and every two weeks during the 

study. During these in-services the staff was instructed on target behaviors, which 

included examples and role-playing. Brief definitions of the target behaviors were placed 

in front of the "Behavioral Flow Record". Guidelines for rating behaviors were also 

included with the "Behavior Flow Record" and reviewed with the staff at the meetings. 

The researcher used the Mini-Mental State Examination (MMSE) with all participants 

to determine a measurement of cognitive functioning. (See Appendix E) The MMSE has 



been shown to be a valid and reliable instrument for assessing cognitive functioning 

(Folstein, Folstein, and McHugh, 1975). 
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The Cumulative Illness Rating Scale (CIRS) was completed on all participants by the 

researcher. (See Appendix F) The CIRS has been show to be a valid and reliable indicator 

ofheath status among frail, older institutionalized residents (Linn, Linn, and Gurel, 1968). 

A record of regular and as-needed doses of psychotropic medication and the type of 

medication used was obtained for the participants during the study period. The use of as

needed analgesic medication used during the study period was also obtained. 

A measure of functional ability was determined from the participant's latest score on 

section G. Physical Functioning and Structural Problems from the Minimal Data Set 

(MDS) and section H. Continence in last 14 days. Information on amount of assistance 

needed with activities of daily living and bladder and fecal continence is commonly 

measured to assess functional decline, a component of dementia. (See Appendix G) 

Data Analysis Plan 

The analysis was conducted using the Statistical Package for the Social Sciences 

(SPSS). The demographic data was organized and reported using descriptive statistics. 

Frequencies were reported for gender and marital status. Length of stay and age was 

reported in tabular form and include range, mean and standard deviation. The MMSE and 

CIRS data scores are reported as range, mean and standard deviation. The number and 

category of medications used is reported in frequency tables. Functional ability of the 
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participants measured by the MDS scores and bladder and fecal continence is reported in 

tables. The frequencies of agitated and restless behaviors are reported in frequency tables. 

The null hypothesis to be tested was: There is no difference in the number of episodes 

of agitation or restlessness among patients who receive regular doses of analgesic 

medication as compared to when they do not. A significance level of0.05 (p< 0.05) was 

set to decrease the likelihood of a Type II error. The alpha level of 0.05 provides for a 

more conservative test when attempting to support the null hypothesis and therefore 

reduces the probability of rejecting an alternative hypothesis of a difference between the 

two groups. 

Procedure and Statistical Analysis 

This quasi-experimental study examines the correlation between analgesic use and the 

incidence of agitation and restlessness. The incidence of agitation and restlessness will be 

measured during three time periods on each subject. To determine if there is a relationship 

between the three time periods, the non-parametric Friedman test was used. The 

Friedman test is useful for repeated measures in which subjects act as their own controls in 

small samples. The Friedman test is a nonparametric technique that measures repeated 

analysis of variance (Munro, 1997). 

Summary 

This was quasi-experimental research study to determine if individuals who suffer from 

dementia would benefit from regular administration of analgesic medication. A 



49 

convenience sample of four adult participants suffering from dementia was evaluated. This 

study utilized a crossover research design. There are many extraneous variables when 

dealing with individuals with dementia and a crossover design was determined to be the 

most appropriate to assist in controlling for these variables. Inclusion and exclusion 

criteria for participation were outlined. Planned data collection included an assessment of 

cognitive functioning using the Mini-Mental State Examination (MMSE), illness state using 

the Modified Cumulative Illness Rating Scale (CIRS), and functional status using the 

Minimal Data Set (MDS). The Minimal Data Set (MDS) is a federally mandated data 

collection and assessment tool that is required on all patients admitted to a long-term care 

facilities. The Minimal Data Set is completed when the patient is admitted to the nursing 

facility and then at least quarterly thereafter. The target behaviors of agitation and 

restlessness was recorded and compared from the Behavior Flow Record. Analysis of the 

data was done using the non-parametric Friedman test. 



CHAPTER IV 

RESULTS 

The purpose of this chapter is to present the data collected for the research study. 

Characteristics of the sample, findings, and statistical analysis are presented. 

Characteristics of the Sample 
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All subjects resided on a specialty unit designed for the care of people with dementia 

at an elderly care center in a Western state. A convenience sample of24 residents was 

evaluated for inclusion in the study. Of the 24 residents, 15 were determined to meet the 

research criteria by a multidisciplinary care team that consisted of the researcher, nurses, 

social worker, activity director, unit director, nutritionist and nursing assistants. The 

admitting diagnoses of the 15 potential subjects were collected by chart review. AlliS 

potential subjects had a diagnosis of Alzheimer's disease, organic brain syndrome or 

dementia. Four potential subjects were excluded because informed consent could not be 

obtained. The primary care physician excluded seven additional subjects. The primary 

care physician did not see any value to the research. The final convenience sample was 

comprised of four subjects including three female, and one male. 

Demographics 

The demographic characteristics of the sample are presented in Table 2. Of the four 

subjects enrolled in the study three were female (75%), one was male (25%). Of the four 

subjects three (7 5%) were widowed and one (25%) was married. 
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Table 2. Sample demographics. 

Category n(%) 

Gender Male (25) 

Female 3 (75) 

Marital Status Never Married 0 (0) 

Married 1 (25) 

Widowed 3 (75) 

Separated 0 (0) 

Divorced 0 (0) 

The sample characteristics are given in Table 3. The length of stay ranged from 465 

days to 2928 days with a mean of 1301 days and standard deviation of 1135.89 days. The 

subjects ranged in age between 80-98 years, with a mean of86.5 years and a standard 

deviation of8.06 years. Cognitive functioning was determined by using the Mini-Mental 
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Sate Examination that has a maximum score of30. A score 24 to 30 is considered normal 

cognitive functioning and scores less than 24 indicate an increased likelihood of the 

presence of dementia (Folstein, Folstein, & McHugh, 1965). The scores on the Mini

Mental State Examination ranged from 0-9 with a mean of6 and a standard deviation of 

4.08. Health status was measured using the Modified Cumulative Illness Rating Scale 

(CIRS). This measure rates the degree of pathology and impairment in 12 major organ 

groups with a range of scores from 12 (no impairment of any organ system) to 60 

(extreme impairment of all organ systems). A score of 1 indicates no impairment to that 

organ or system, 2 indicates a mild impairment, 3 moderate impairment, 4 severe 

impairment and 5 extremely severe impairment (Linn, Linn, & Gurel, 1968). Scores on 

the Modified Cumulative Illness Rating scale ranged from 19-23, with a mean of20.25 

and a standard deviation of 1.89. 



Table 3. Sample characteristics. 

Length of stay in days 

Age in years 

Mini-Mental State Examination 

(MMSE) 

Modified Cumulative Illness 

Rating Scale (CIRS) 

Range 

465-2928 

80-98 

0-9 

19-23 
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X SD 

1301 1135.89 

86.5 8.06 

6.0 4.08 

20.25 1.89 

Routine and as needed uses of medications that may affect behavior were monitored 

during the observation period, acetaminophen administration period and placebo period. 

The medications monitored included: anti-psychotic, anti-anxiety, antidepressant, hypnotic 

and analgesic medication. The frequency of hypnotic medication use remained consistent 

among time periods. None of the subjects received anti-psychotic, anti-anxiety, 

antidepressant or analgesic medication. Table 4 presents these findings. 



Table 4. Medication use during the study. 

Frequency In Doses 

Time period Time period Time period 

#1 #2 #3 

Medication Category 

Anti-psychotic 0 

Anti-anxiety 0 

Antidepressant 0 

Hypnotic 14 

Analgesic 0 

Time period 1 =observation period, no medication 
Time period 2 =acetaminophen 650 mg four times per day 
Time period 3 = placebo four times per day 

0 0 

0 0 

0 0 

14 14 

0 0 
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A measurement of functional ability was determined from the subject's latest score on 

Section G. Physical Functioning and Structural Problems, from the Minimal Data Set 

(MDS). Table 5 presents the findings related to self performance of activities of daily 

living. Findings indicated that all subjects moved themselves in bed without help from the 
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staff; two subjects (50%) required supervision with transferring and two (50%) subjects 

required set up or one-person physical assistance with transferring; three subjects walked 

independently and one required supervision; two subjects required supervision with 

locomotion on the unit and two were independent; all subjects required supervision with 

locomotion off the unit and one subject required limited physical assistance; with dressing, 

eating and personal hygiene all the subjects needed at least limited assistance; two subjects 

needed limited assistance with toileting and one required extensive assistance. 



56 

Table 5. Measurement of physical functioning and structural problems: ADL Self 
Performance. 

Category Self Performance Score for 
Individual subject 

Subject 1 2 3 4 

Bed Mobility 0 0 0 0 

Transfer 0 1 1 0 

Walk in room 0 0 1 0 

Walk in corridor 0 0 1 0 

Locomotion on unit 0 1 1 0 

Locomotion off unit 1 1 2 1 

Dressing 2 2 3 2 

Eating 1 2 3 1 

Toilet use 0 2 3 0 

Personal hygiene 2 2 3 2 

* ADL SELF-Performance- (Code for resident's PERFORMANCE OVER ALL SHIFTS during last 7 days-Not 
including setup) 

0. INDEPENDENT -No help or oversight-OR-Help/oversight provided only 1 or 2 times during last 7 days. 
I. SUPERVISION-Oversight, encouragement or cueing provided 3 or more times during last 7 days-OR-Supervision 
(3 or more times) plus physical assistance provided only 1 or 2 times during last 7 days. 
2. LIMITED ASSISTANCE-Resident highly involved in activity; received physical help in guided maneuvering of 
limbs or other non weight bearing assistance 3 or more times-OR-More help provided only 1 or 2 times during last 7 
days. 

3. 

4. 

EXTENSIVE ASSISTANCE-While resident performed part of activity, over last 7-day period, help of 
following type(s) provided 3 or more times: Weight bearing support, full staff performance during part (but 
not all) of last 7 days. 
TOTAL DEPENDENCE-Full staff performance of activity during entire 7 days. 
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A measure of support provided was determined from the subject's latest score on 

Section G. Physical Functioning and Structural Problems, from the Minimal Data Set 

(MDS). Table 6 presents the findings for amount of support provided with activities of 

daily living. Findings indicated that all subjects were independent with bed mobility; two 

subjects required no physical help with transfers, one subject needed set up help and one 

needed one person assist; two subjects required no physical help from the staff with 

walking in room, one required setup help and one subject required one person physical 

assist; two subjects were independent with locomotion on the unit, one subject required 

setup help and one required physical assist; all the subjects required physical assist with 

locomotion off the unit; all the subjects required one person physical assist with dressing; 

one subject required setup help with eating and three required one person physical assist; 

two subjects were independent with toilet use and two required one person physical assist; 

all the subjects required one person physical assist with personal hygiene. 
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Table 6. Measurement of physical functioning and structural problems: ADL Support 

Provided. 

Category Support Score for 

individual subject* 

Subject 1 2 3 4 

Bed Mobility 0 0 0 0 

Transfer 0 1 2 0 

Walk in room 0 1 2 0 

Walk in corridor 0 1 2 0 

Locomotion on unit 0 1 2 0 

Locomotion off unit 2 2 2 2 

Dressing 2 2 2 2 

Eating 1 2 2 2 

Toilet use 0 2 2 0 

Personal hygiene 2 2 2 2 

* ADL SUPPORT PROVIDED- (Code for MOST SUPPORT PROVIDED OVER ALL SHIFTS 
during last 7 days; code regardless of resident's self-performance classification) 
0. No setup or physical help from staff 3. Two + persons physical assist 
I. Setup help only 8. ADL activity itself did not occur 
2. One person physical assist during entire 7 days 
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The participants' measurement of continence was obtained from the Minimal Data Set 

(MDS) section H. Continence in last 14 days. Of the four subjects in the study, two 

(50%) were continent and two (50%) were incontinent two or more times a week but not 

daily. Table 7 presents these findings. 

Table 7. Measurement of continence. 

Category 

(n=4) 

Continent 

Occasionally incontinent 

Frequently incontinent 

Incontinent 

Sample 

2 

2 

0 

0 

% 

50 

50 

0 

0 



Findings Related to Research Hypothesis 

Research Hypothesis 1 : Frequency of Agitation 

The first hypothesis for this study states that there will be no difference in the number 

of episodes of agitation in a selected group of people living on a specialty unit for 

dementia when given regular doses of analgesic medication. The frequency of agitated 

behavior for the subjects by time period is presented in Table 8. 
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Table 8. Frequency of agitated behavior (n=4). 

Time period Time period 

#1 #2 

Episodes of Behavior 

abusive to self, 

self mutilating 0 0 

verbal abuse, (abusive 

language to others) 0 0 

sudden angry outbursts 1 0 

Total Behaviors 1 0 

Time period # 1 Observation period-no intervention 
Time period #2 Acetaminophen 650 mg four times per day 
Time period #3 Placebo four times per day 
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Time period 

#3 

0 

0 

1 

1 
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There was no significant difference (p = .082) in the number of episodes of agitation when 

subjects were given analgesic medication as compared to the time periods in which they 

were given a placebo or during the observation period. 

Research Hypothesis 2: Frequency of Restlessness 

The second hypothesis for this study states that the number of episodes of restlessness 

in a selected group of people living on a specialty unit for dementia would not be 

decreased when given regular doses of analgesic medication. The number of episodes of 

restlessness for the subjects by time period is presented in Table 9. 



Table 9. Frequency of restless behavior (n=4). 

Time period Time period 

#1 

Episodes of Behavior 

Excessive Restlessness 17 

Excessive Wandering 16 

Repetitive Chatter, (wailing 

constant yelling) 0 

Total Behaviors 33 

Time period #1 Observation period-no intervention 
Time period #2 Acetaminophen 650 mg four times per day 
Time period #3 Placebo four times per day 

#2 

20 

20 

0 

40 

Time period 

#3 

30 

30 

0 
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There was no significant difference (p = .867) in the frequency of restlessness when 

subjects were given analgesic medication as compared to the time periods in which they 
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were given a placebo or during the observation period. These findings are presented in 

Table 10. 

Table 10. Comparisons of behavior using Friedman Test (n=4) 

Chi-Square df 

Agitation 5.0 2 .082 

Restlessness .286 2 .867 
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In summary, this chapter presents the data collected for this research study. All the 

subjects were long term residents of a specialty unit within a long term care facility with a 

length of stay ranging from 465 to 2928 days with a mean of 1301 and SD of 1135.89 

days. Descriptive statistics were used to describe this sample of three female and one male 

who ranged in age from 80-98 years, with a mean of 86.5 years. All the subjects had 

dementia with scores of0-9 on the Mini-Mental State Examination. All the subjects had 

medical conditions, which resulted in physical impairment with scores of 19-23 with a 

mean of20.25 and SD of 1.89 on the Modified Cumulative Illness Rating Scale (CIRC). 
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All the subjects required some physical assistance with activities of daily living (ADL). 

The area of greatest need was in the area of personal hygiene and dressing. All the 

subjects were able to ambulate independently or with supervision. 

The four subjects' behavior was monitored over a six-week period. The frequency of 

agitated and restless behavior was compared at three time periods: an observation period, 

placebo period and analgesic period. The nonparametric Friedman test was used to 

determine that there was no significant difference in the number of episodes of agitation or 

restlessness when subjects were given regular doses of analgesic medication. Therefore 

the study hypotheses that the frequency of agitation and restlessness in a selected group of 

people living on a specialty unit for dementia in a nursing home will not be decreased 

when given regular doses of analgesic medication is supported. 



CHAPTER V 

DISCUSSION AND CONCLUSIONS 
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Discussion of the findings of this study is presented in this chapter. This quasi

experimental research study examined the incidence of restlessness and agitation for four 

subjects with dementia who resided in a nursing home. The findings in relation to the 

conceptual framework, limitations of the study, implications for nursing practice, 

implications for research, recommendations for further study and summary are also 

presented. 

Findings Related to the Conceptual Framework 

The Enablement Model (Dawson, Wells & Kline, 1993) provided a conceptual 

foundation for this research study. This study examined the effects of administration of an 

analgesic on the frequency of restlessness and agitation in four demented subjects. 

According to the Enablement Model (Dawson, Wells & Kline), dementia is considered a 

chronic progressive disorder that interferes with the individuals' cognitive abilities. The 

assumption guiding the study was the belief that when the individual with dementia is no 

longer able to verbally express the occurrence of pain, the nurse, through expert 

knowledge, recognizes that the individual may express pain in different ways, including 

restlessness and agitation. By treating the demented person who exhibits restlessness and 

agitation with analgesic medication, the nurse may be compensating for the lost cognitive 
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and verbal abilities of the patient to express pain and seek pain relief. The nurse is able to 

manipulate the internal environment of the patient by providing pain relief, which enables 

the patient to function at an optimum level for as long as possible. By compensating for 

the lost abilities of the patient the nurse may enable the patient to maintain functions that 

otherwise would be lost and thereby prevent premature disability. 

There was no difference in the frequency of restlessness and agitation when subjects 

were given analgesic medication as compared to the time periods in which they were given 

a placebo or during the observation period. The results of this study did not support the 

assumption that administration of an analgesic to reduce pain decreased episodes of 

restlessness and agitation. Findings of this study did not support the assumptions that 

demented persons expressed pain through increased agitation and restless behavior. 

Even though this study did not support the assumptions within the Enablement Model, 

lack of significant results may be due to the limitations of the study and not the model. 

The model warrants further testing in subsequent studies. 

Discussion of the Findings 

This quasi-experimental research study examined the incidence of restlessness and 

agitation for four subjects with dementia who resided in a nursing home. Not all the 

subjects demonstrated restlessness and agitation. There was one episode of agitation in 

time period one and one episode in time period three (Table 8). There are a number of 

possible explanations for this phenomenon. 
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It is possible the patients may have demonstrated agitation but some behaviors may be 

considered "normal" by the staff and not recorded as episodes of agitation. The staff may 

have become so accustomed to repetitive behavior over time that they may not have 

identified that behavior as agitation. This desensitization may have prevented accurate 

reporting of episodes of agitation. 

Second, it is possible the staff may have recommended inclusion of subjects who did 

not meet the section criteria. There was a great deal of resistance on the part of the 

physicians to allow their patients to participate in this study. For that reason the nursing 

home staff, in an attempt to obtain an adequate number of subjects, may have 

recommended individuals who did not demonstrate agitation for inclusion in the study. 

The individuals who did not demonstrate agitation should not have been included in the 

study. In future studies, more specific criteria for inclusion of subjects need to be 

established. For example, subjects may need to experience a minimum number of agitated 

and restless behaviors within a specified time period. These behaviors need to be validated 

and documented. In addition, the principal investigator needs to be present at the research 

site to oversee and monitor the selection process to ensure on adequate sample. 

Finally, this group of patients may not have experienced pain. Administration of 

analgesic medication would not have any effect on the incidence of agitation if this group 

did not experience pain initially. Because pain is a subjective experience and because 

persons with dementia are unable to vocalize their pain or discomfort, selection of 



demented persons with pain becomes problematic. This dilemma could partially be 

addressed by a larger and more heterogeneous sample. 
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In contrast, a trend was observed in the incidence of restlessness demonstrating an 

increase of restless behaviors over time (Table 9). In time period one, the observation 

period, there were 33 episodes of restlessness, 40 in time period two and 60 in time period 

three. One possible explanation for the trend may be related to data collector bias. 

During the period of the study, in-service classes were conducted at two-week intervals. 

The staff may have become more sensitive to the episodes of the restlessness over time 

rather than a true increase in the number of episodes. There may have been an over

observation of restlessness. On the other hand, the trend may reflect the accurate 

documentation of restless behavior. In either case future studies need to ensure accurate 

observation and recording through intensive training, pilot studies and procedures for 

monitoring inter-rater and entra-rater reliability. 

The incidence of restlessness and agitation was measured by the nursing home staff and 

recorded on the "Behavioral Flow Record" (Appendix C). The measurement tool 

consisted of counting the number of episodes of restlessness and agitation and was in 

place prior to the research. The measurement tool was not normalized to this population 

and may not be valid or reliable. The tool may not be sensitive enough to measure these 

behaviors or may not have been used correctly or in the same way by all staff. 



70 

Limitations of Study 

There were numerous limitations to the study. The first limitation was the small 

sample size. Although the original proposed identified target sample of 15 subjects, the 

study enrolled only four subjects. There were a number of reasons for this. First, the 

study was conducted in a small Western town that is far removed from the academic 

arena. The health care community was not accustomed to research occurring in their 

clinical arena. Physicians were reluctant to give permission for their patients to participate 

in this research study. One of the primary care physicians, with a large number of patients 

did not see any benefit to the study and refused to allow his patients to participate. The 

patients and their families were also reluctant to participate and were not encouraged to 

do so by their medical adviser. 

Second, several of the patients with dementia who were potential subjects had medical 

conditions that excluded them from participating. Because of the small sample size this 

project, in effect, became a pilot project for future research efforts. The small sample size 

makes it impossible to generalize this study's results. 

Third, many extraneous variables have an influence on the overall behavior of patients 

with dementia including the degree of restlessness and agitation. Many of these 

extraneous variables are difficult to control. For example, new admissions to the unit, 

changes in the staff, and illness can all influence the incidence of agitation and restlessness. 
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A larger sample over multiple sites may help control for the effects of extraneous variables 

on findings. 

Fourth, the researcher was physically separated from the research site by a considerable 

distance. The researcher was located in Arizona and the research was conducted in 

Colorado. The six-week time frame of the interventions required frequent monitoring. 

Although attempts were made to monitor the research by telephone, the optimum situation 

would have been for the researcher to be on-site or in close proximity. 

Fifth, the instrument used for determining the frequency of the behaviors involved 

counting the number of times a resident exhibited certain behaviors that were considered 

as restlessness or agitation. This type of measurement may not be sensitive enough to 

measure small differences in behavior. The effects of giving analgesic medication may be 

very subtle and require a more sensitive tool for measuring differences in behavior over a 

six-week period. 

Finally, because this study required monitoring behavior 24 hours a day for six weeks, 

attempts were made to keep the data collectors to a minimum. However, the duration of 

the study required approximately 10 different people collecting data. Attempts were made 

to increase the validity of the data collection by having regular staff in-services. These in

services were conducted every two weeks during the study to instruct the staff on 

monitoring behavior. Inter-rater reliability among data collectors was not estimated. 
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Implications for Nursing Practice 

Nurses and other health care workers in clinical practice are providing care to 

individuals with dementia who often exhibit agitated and restless behavior. It is possible 

that some of the behaviors seen in people with dementia may be the result of, or 

aggravated by, concurrent disease processes commonly present in the elderly. The study 

of pain as a possible contributing factor to the incidence of restlessness and agitation in 

individuals affected by dementia is clinically significant. As the number of individuals 

affected by dementia increases (Cummings & Mendez, 1997) it is imperative that nurses 

are able to adequately assess and treat individuals with dementia. The occurrence of pain 

in the individual needs to be considered and assessed by the nurse and included in the 

treatment plan. Appropriate assessment and treatment of pain in patients with dementia 

may improve the individuals' quality of life. By considering pain as a possible contributing 

factor in the incidence of restlessness and agitation in patients with dementia, nurses are in 

a position to provide comfort to patients, educate families and other health care workers 

and establish professional standards of care. 

Implications for Research 

Research in the area of pain as a possible contributing factor for restlessness and 

agitation in individuals with dementia is limited. There is little known about pain 

management in this patient population. The research that has been completed suggests 

that as cognitive impairment increases, reported problems with pain decrease (Parmelee, 
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Smith & Katz, 1993; Parmelee, 1996) and cognitively impaired nursing home patients are 

given less pain medication than cognitively intact elders (Horgas & Tsai, 1998). 

However, it is unclear if the decreased administration of pain medication is due to a 

decrease incidence of pain or an inability of the individual to report the experience of pain. 

Dementia may interfere with the ability of individuals to report the experience of pain 

(Fisher-Morris & Gellatly, 1997). 

Individuals with dementia exhibit a variety of behavioral disturbances such as sleep 

disturbances, aggression, wandering, hyperphagia and inappropriate sexual behaviors. As 

the degree of cognitive impairment increases the number of behavioral problems increases 

(Hwang, Yang, Tsai & Liu, 1997). It is possible that as the cognitive impairment 

increases the individual is less able to report the occurrence of pain. Untreated pain may 

be a contributing factor in the experience of restlessness and agitation often seen in 

patients with dementia. Often patients who exhibit restlessness and agitation are treated 

with psychotropic medications when it may be more appropriate to treat them with 

analgesic medications. These assumptions are consistent with findings reported in one 

study in which it was found that behavioral symptoms were decreased 63% when patients 

with dementia were given regular analgesic medication. It was also possible to 

discontinue psychotropic medications in 75% of patients (Douzjian, Wilson, Schultz, 

Berger, Tapnio & Blanton, 1998). 
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Recommendations for Future Research 

Dementia and the related behaviors often associated with it are complex. Many factors 

influence the occurrence of agitation and restlessness in people with dementia. This study 

examined pain as a possible contributor to the occurrence of restlessness and agitation in 

four subjects and provides a beginning database for future planned research using a larger 

sample size. Although no differences in behavior were found when analgesics were used 

with these subjects, utilizing a larger sample will help determine if analgesics do make 

significant differences in decreasing restless and agitated behavior. It may be helpful to 

include use of non-steroidal anti-inflammatory drugs (NSAID) as well as other types of 

analgesics in a future study to determine if this type of medication would be beneficial. 

Other measurement tools for monitoring the incidence of restlessness and agitation will 

need to be developed or refined to detect minor changes in behavior. 

Summary 

This quasi-experimental research study examined the incidence of restlessness and 

agitation for four subjects with dementia who resided in a nursing home. Findings of this 

study did not support the assumption of the conceptual framework that individuals with 

dementia may express pain in the form of restlessness and agitation. There was no 

difference in the frequency of restlessness and agitation when subjects were given 

analgesic medication as compared to the time periods in which they were given a placebo 

or during the observation period. 
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In conclusion, further research is warranted in the area of pain control in the patient 

with dementia. Nurses will be caring for increased numbers of individuals with dementia 

as the number of individuals affected by dementia increases (Cummings & Mendez, 1997). 

Accurate assessment and effective management of the behaviors associated with dementia 

including the possibility of pain, as a contributing factor is essential. 
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HUMAN SUBJECTS APPROVAL 



.Ai'rWNA. l62l E. Mabel SL 
P.O. Box 2i51 37 
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HEAI.'IH SaENas CENna 
12 January 1999 ~ 

T"caon• l\t1mna t\7U't•,1,7 
('lO> C\l6-6n • 

John Schmaling, R.N.,B.S. 
Advisor: Margaret A. Woodtli, Ph.D. 
College of NUra1ng 
PO BOX 210203 

RE: BSC 198-216 RELATION OF AGITATION AND RESTLESSNESS AMONG 
INDIVIDUALS WITH DBMBNTIA AND ANALGESIC USE 

Dear Mr. Schmaling: 

we received your 22 December 1J98 letter and accompanying revised 
consent form for the above referenced project. All of the 
conditions as set out in our 8 December 1998 letter to vou have 
been met. Therefore, fu11 cc..:Lttee approva1 for this subjects-at
risk project ia granted effective 12 J~uary 1999 for a period of 
one year. 

The Human Subjects Committee (Institutional Review Boardl of tha 
university of Arizona baa a current ueuranee of corrpliance, number 
M-1233, which is on file with the Department of Health and Human 
Services and covers this activity. 

Approval is granted with the understanding that no further changes 
or additions will be made either to tbe procedures followed or to 
the consent form(s) used (copies of which we have on file) without 
the IM.owledge and approval of the Human Subjects Committee and your 
College or Departmental Review COIIIIDittae. Any research related 
physical or psychological harm to any subject must also be reported 
to each committee. · 

A university policy requires that all signed subject consent forrr.s 
be kept in a permanent file in an area designated for that purpose 
by the Department Head or comparable authority. This will assure 
their access1bility in the event that university officials require 
the information and the principal investigator is unavailable for 
some reason. 

Sink:nhtJ 
D. Palmer, Pb.D.,M.D. 

rman 
n Subjects OOmmdttee 

JDP:rs 

cc: Departmental/College Review Committee 
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April 6, 1998 

John Schmaling 
352.& E . ,_,- 4161 
Tucson, AZ 85716 

Dear John, 

Volunteers of America 
Valley Manor C.1re Center 

It is with pleasure that I approve of your doing your research here at Valley Manor Care 
Center. I look forward to working with you to accomplish your goal of becoming 
certified as a geriatric nurse practitioner. 

Sincerely, 

Vnller M:~nor C:m.• Center 
1401 South Cascade, Montrose, Colomdo 81401-5<)')9, Tel: 9i0.2,i9.9634. Fax: 970.249.6880 
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UNIVERSITY OF ARIZONA HEALTH SCIENCE CENTER 

GUARDIAN CONSENT FORM 

Relation of agitation and restlessness among individuals 
with dementia and analgesic use 
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I AM BEING ASKED TO READ THE FOLLOWING MATERIAL TO ENSURE 
THAT I AM INFORMED OF THE NATURE OF THIS RESEARCH STUDY AND OF 
HOW THE PERSON FOR WHOM I AM LEGALLY ALLOWED TO GIVE CONSENT 
WILL PARTICIPATE IN IT, IF I CONSENT FOR HIM/HER TO DO SO. SIGNING 
THIS FORM WILL INDICATE THAT I HAVE BEEN SO INFORMED AND THAT I 
GIVE MY CONSENT. FEDERAL REGULATIONS REQUIRE WRITTEN 
INFORMED CONSENT PRIOR TO PARTICIPATION IN THIS RESEARCH STUDY 
SO THAT I CAN KNOW THE NATURE AND RISKS INVOLVED FOR THE 
PERSON FOR WHOM I AM ALLOWED TO GIVE CONSENT AND I CAN DECIDE 
TO ALLOW HIM/HER TO PARTICIPATE OR NOT PARTICIPATE IN A FREE AND 
INFORMED MANNER. 

PURPOSE 

I am being requested to allow the person for whom I am legally allowed to give consent to 
participate in the above-titled research project. The purpose of this project is to determine 
if people with dementia would benefit from regular doses of pain medication. 

SELECTION CRITERIA 

The person for whom I am legally allowed to give consent was referred for possible 
inclusion in the study by the mutidisplinary team of health care workers. He/she is eligible 
to participate in this study because he/she has a diagnosis of dementia, is not allergic to the 
selected medication, does not have liver or kidney disease, and has periods of restlessness 
and/or agitation. The subjects in the study will have been living on the specialty unit for at 
least 30 days. Subjects will need to be able to take medications orally and will not be 
currently suffering from an acute illness. Approximately 15 subjects will be enrolled in this 
study. 

PROCEDURE (S) 

If I agree for the person for whom I am legally allowed to give consent to participate, 
he/she will be requested to consent to the following: An assessment will be done by a 
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registered nurse to determine current mental status and to determine the absence of acute 
illness. The subjects will take medication for a period of 4 weeks. Part of the time the 
medication will be acetaminophen (Tylenol) and at other times a placebo (a pill that 
appears to be a medication, but has no effect) will be given. Measurements of behavior 
will be made by recording the number of occurrences ofthe following behaviors: 1) 
abusive to self, self mutilating, 2) verbal abuse, abusive language to others, 3) sudden 
angry outbursts, 4) excessive restlessness, 5) excessive wandering, 6) repetitive chatter, 
wailing or constant yelling, 7) pinching other, 8) hitting others, and 9) biting others. The 
measurements ofbehavior will be done through out the period of the study. 

RISKS 

The risks associated with this study are minimal, however; there is the possibility that 
subjects may develop a rash from the medication. In extreme cases, kidney or liver injury 
can occur with long-term use of acetaminophen {Tylenol). The injury to these organs may 
be irreversible. 

BENEFITS 

Benefits are unknown but there is the possibility of increasing the level of comfort of the 
subjects and perhaps improving their overall quality of life. 

CONFIDENTIALITY 

All information associated with this study will be held in confidence and only the primary 
researcher will have access to the information. Each subject will be assigned a number, and 
that number will be on all documents rather than his/her name. Only the pharmacist will 
know the identity of the subjects. 

PARTICIPATION COSTS AND SUBJECT COMPENSATION 

There will be no cost to the subject to participate in this study, nor will there be monetary 
compensation provided. 

LIABILITY 

Side effects or harm are possible in any research program despite the use of high standards 
of care and could occur through no fault of mine or the investigator involved. Known side 
effects have been described in this consent form. However, unforeseeable harm also may 
occur and require care. I do not give up any of my legal rights by signing this form. In 



the even that I require or am billed for medical care that I feel has been caused by the 
research, I should contact the principal investigator John Schmaling RN, BSN at (520) 
795-5820. If I have questions concerning my rights as a research subject, I may call the 
Human Subjects Committee office at ( 520) 626-6721. 

AUTHORIZATION 
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BEFORE GIVING MY CONSENT BY SIGNING THIS FORM, THE METHODS, 
INCONVENIENCES, RISKS, AND BENEFITS HAVE BEEN EXPLAINED TO ME 
AND MY QUESTIONS HAVE BEEN ANSWERED. I UNDERSTAND THAT I MAY 
ASK QUESTIONS AT ANY TIME AND THAT I AM FREE TO WITHDRAW THE 
PERSON FOR WHOM I AM LEGALLY ALLOWED TO GIVE CONSENT FROM 
THE PROJECT AT ANY TIME WITHOUT CAUSING BAD FEELINGS OR 
AFFECTING HIS/HER MEDICAL CARE. PARTICIPATION IN THIS PROJECT 
MAY BE ENDED BY THE INVESTIGATOR FOR REASONS THAT WOULD BE 
EXPLAINED. NEW INFORMATION DEVELOPED DURING THE COURSE OF 
THIS STUDY WHICH MAY AFFECT MY WILLINGNESS FOR THE PERSON FOR 
WHOM I AM LEGALLY ALLOWED TO GIVE CONSENT TO CONTINUE IN THIS 
RESEARCH PROJECT WILL BE GIVEN TO ME AS IT BECOMES AVAILABLE. I 
UNDERSTAND THAT THIS CONSENT FORM WILL BE FILED IN AN AREA 
DESIGNATED BY THE HUMAN SUBJECTS COMMITTEE WITH ACCESS 
RESTRICTED TO THE PRINCIPAL INVESTIGATOR, JOHN SCHMALING RN, 
BSN OR AUTHORIZED REPRESENTATIVE OF THE UNIVERSITY OF ARIZONA 
COLLEGE OF NURSING. I UNDERSTAND THAT I DO NOT GIVE UP ANY OF 
THE PARTICIPANT'S LEGAL RIGHTS BY SIGNING THIS FORM. A COPY OF 
THIS SIGNED CONSENT FORM WILL BE GIVEN TO ME. 

Subject's Name Date 

Legal Guardian Signature Date 

Witness (if necessary) Date 
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INVESTIGATOR'S AFFIDAVIT 

I have carefully explained to the legal guardian of the subject the nature of the above 
project. I hereby certify that to the best of my knowledge the person who is signing this 
consent form understands clearly the nature, demands, benefits, and risks involved in the 
subject's participation and his/her signature is legally valid. A medical problem or language 
or educational barrier has not precluded this understanding. 

Signature of Investigator Date 
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Mini-Mental State Examination. 

00 "Can you tell me the date?" Ask for any parts omitted: Year, season, date, day, 

month. ( 5) Subtract 1 for each part not given. 
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00 "Where are you?" Ask for any items omitted: State, county, town, hospital, floor. (5) 

Subtract 1 for each item not given. 

00 Name three objects slowly and clearly, and ask the patient to repeat them. (3) 

Subtract 1 for each item not registered. 

00 Ask the patient to do serial 7's. Stop after five answers. Alternatively, ask the patient 

to spell WORLD backward. (5) 

Subtract 1 for each wrong number or out-of-order letter. 

00 Ask for the names of the three objects repeated above. (3) 

Subtract 1 for each object not recalled. 

00 Show the patient a watch and ask for its name. Repeat with a pencil. (2) 

Subtract 1 for each object not recalled. 

00 Ask the patient to repeat ''No ifs, ands, or buts." ( 1) 

Score 0 or 1 on the first trial. 

00 Offer the patient a piece of plain, blank paper, and say "Take this paper in your right 

hand, fold it in half, and put it on the floor." (3) 

Subtract 1 for each of the three actions not performed. 



00 Show the patient a piece of paper on which is printed in large letters CLOSE YOUR 

EYES. Ask the patient to read it and do it. (1) 

Subtract 1 for each of the three actions not performed. 

00 Ask the patient to write a sentence ofhis or her own. (1) 

Subtract 1 for the absence of subject, verb, or sensible meaning. 

00 Ask the patient to copy a pair of intersecting pentagons onto a piece of blank paper. 

( 1) Subtract 1 for fewer than 10 angles or two intersecting lines. 

Out of the maximum score of30, 24 to 30 is considered normal. Scores less than 24 

increases the likelihood of dementia. (Folstein, Folstein, & McHugh, 1965) 
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APPENDIXF 

MODIFIED CUMULATIVE ILLNESS RATING SCALE (CIRS). 
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Modified Cumulative Illness Rating Scale (CIRS). 

Instructions: Indicate for each item the term that best describes the degree of impairment. 
For illnesses that cause impairment on more than one of the items, more than one item 
must be rated. For example: A CVA may impair neurological, vascular, and 
musculoskeletal-integumentry systems. A tumor with metastasis requires a rating under 
the item describing the primary site of the cancer and a rating under the vascular system, 
describing the extent of the lymph node involvement. When more than one illness occurs 
for a given item, it is the total impairment from these illnesses that is rated. 

Each system is rated as follows: 

l=NONE: No impairment to that organ/system 

2=MILD: Impairment does not interfere with normal activity; treatment may or may not 

be required; prognosis is excellent. (Examples could be skin lesions, hernias, or 

hemorrhoids) 

3=MODERATE: Impairment interferes with normal activity; treatment is needed; 

prognosis is good. (Examples could be gallstones, diabetes, or fractures) 

4=SEVERE: Impairment is disabling; treatment is urgently needed; prognosis is guarded. 

(Examples could be resectable carcinoma, pulmonary emphysema, or congestive 

heart failure) 

5=EXTREMELY SEVERE: Impairment is life threatening; treatment is urgent or of no 

avail; prognosis is grave. (Examples could be myocardial infarction, 

cerebrovascular accident, gastrointestinal bleeding, or embolus) 
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1. Cardiac (heart only) 

2. Hypertension (rating is based on severity; affected systems are rated separately) 

3. Vascular (blood, blood vessels and cells, marrow, spleen, lymphatic._ 

4. Respiratory (lungs, bronchi, trachea below the larynx) 

5. :_: EENT (eye, ear, nose, throat, larynx) 

6. Upper GI (esophagus, stomach, duodenum, biliary and pancreatic trees; do not 

include diabetes) 

7. Lower GI (intestines, hernia) 

8. Hepatic (liver only) 

9. Renal (kidneys only) 

10. : Other GU (ureters, bladder, urethra, prostate, genitals) 

11. : Musculo-Skeletal-Integumentary (muscles, bone, skin) 

12. : Neurological (brain, spinal cord, nerves; do not include dementia) 

13. : Endocrine-Metabolic (includes diabetes, diffuse infections, infections, toxicity) 

14. :_ Psychiatric/Behavioral (includes dementia, depression, anxiety, agitation, 

psychosis) (Linn, Linn, & Gurel, 1968). 
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DATA COLLECTION 

DEMOGRAPIDC INFORMATION 

Chart Number -------

Gender 1 = Male 2= Female ---------

Marital Status 1 =Never Married, 2=Married, 

3=Widowed, 4=Separated 5=Divorced 

Length ofStay ______ Days 

Age Years 

Mini-Mental State Examination (MMSE) score _____ _ 

Modified Cumulative Illness Rating Scale (CIRS) ____ _ 
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Diagnosis(es) _________________________ _ 



Medication Use 

Number of days receiving the following category of medications 

Antipsychotic 
Antianxiety 
Antidepressant 
Hypnotic 
Analgesic 
Mood Stabilizers 

95 



Physical Functioning and Structural Problems (from section G of the MDS) 

(A) ADL SELF-Performance- (Code for resident's PERFORMANCE OVER ALL SIDFTS during last 7 
days-Not including setup) 
0. INDEPENDENT-No help or oversight-OR-Help/oversight provided only 1 or 2 times during last 7 
days. 
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1. SUPERVISION-Oversight, encouragement or cueing provided 3 or more times during last 7 days-OR
Supervision (3 or more times) plus physical assistance provided only 1 or 2 times during last 7 days. 
2. LIMITED ASSISTANCE-Resident highly involved in activity; received physical help in guided 
maneuvering of limbs or other non weight bearing assistance 3 or more times-OR-More help provided 
only 1 or 2 times during last 7 days. 
3. EXTENSIVE ASSISTANCE-While resident performed part of activity, over last 7-day period, help of 
following type(s) provided 3 or more times: 

-Weight-bearing support 
-Full staff performance during part (but not all) of last 7 days 

4. TOTAL DEPENDENCE-Full staff performance of activity during entire 7 days 
8. ACTIVITY DID NOT OCCUR during entire 7 days 

(B) ADL SUPPORT PROVIDED- (Code for MOST SUPPORT PROVIDED OVER ALL SHIFTS during 
last 7 days; code regardless of resident's self-performance classification) 
0. No setup or physical help from staff 3. Two+ persons physical assist 
I. Setup help only 8. ADL activity itself did not occur 
2. One person physical assist during entire 7 days 

Bed Mobility 

Transfer 

Walk in room 

Walk in corridor 

Locomotion on unit 

Locomotion off unit 

Dressing 

Eating 

Toilet use 

Personal hygiene 

SelfPerformance (A) Support (B) 



Continence in last 14 days (from MDS) 

CONTINENCE SELF-CONTROL CATEGORIES 

(Code for resident' s PERFORMANCE OVER ALL SHIFTS) 

0. CONTINENT-Complete control (includes use of indwelling urinary catheter or ostomy device that 

does not leak urine or stool) 

I. USUALLY CONTINENT-BLADDER, incontinent episodes once a week or less; BOWEL, less than 

weekly 

2 . OCCASIONALLY INCONTIENT-BLADDER, 2 or more times a week but not daily; BOWEL, once a 

week 
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3. FREQUENTLY INCONTINENT-BLADDER, tended to be incontinent daily, but some control present 

(e.g., on day shift); BOWEL, 2-3 times a week 

4. INCONTINENT-Had inadequate control, BLADDER, multiple daily episodes; BOWEL, all (or almost 

all) of the time 

Bowel continence 

Bladder continence 

Bowel Elimination Pattern 

At least one movement every three days a. ____ _ 

Constipation b. _____ _ 

Diarrhea c. ------

Fecal impaction d. ____ _ 

NONE OF THE ABOVE e. ____ _ 



Excessive restlessness 

Day Shift 

Evening Shift 

Night Shift 

TOTAL 

Excessive wandering 

Day Shift 

Evening Shift 

Night Shift 

TOTAL 

Repetitive chatter, wailing or 
constant yelling 

Day Shift 

Evening Shift 

Night Shift 

TOTAL 

98 

BEHAVIORS 

Time period 1 Time period 2 Time period 3 



BEHAVIORS 

Time period 1 

Abusive to self, self-mutilating 

Day Shift 

Evening Shift 

Night Shift 

TOTAL 

Verbal abuse, abusive language 
to others 

Day Shift 

Evening Shift 

Night Shift 

TOTAL 

Sudden angry outbursts 

Day Shift 

Evening Shift 

Night Shift 

TOTAL 

99 

Time period 2 Time period 3 
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BEHAVIORS 

Time period 1 Time period 2 Time period 3 

Pinching others 

Hitting others 

Biting others 

Day Shift 

Everumg Shift 

Night Shift 

TOTAL 

Day Shift 

EverumgShift -------------------------------------

Night Shift 

TOTAL 

Day Shift 

Everumg Shift 

Night Shift 

TOTAL 
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