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General introduction



1.1 Background

The Dutch population is ageing, and it is estimailted in 2025, 20.1% of the
Dutch population will be 65 years of age or oldgr Many older people
experience health problems. Moreover, they arenaftefronted with one or
more chronic diseases, i.e. comorbidity [2]. In@000% of people aged 65 and
over in the Netherlands suffered from a long-tdiness, and in 2002, people
aged 65 years and over in the Netherlands hadvenage, 1.48 diseases [3].
The most common chronic diseases among older peofile Netherlands are
cardiovascular diseases, diabetes, lung diseasaslogical diseases, and
diseases of the locomotive apparatus [3]. It isetqx that the number of
diseases that mainly occur at a higher age, sucbrasary heart diseases, heart
failure, stroke, dementia, lung diseases, and tkabwill increase between
1994 and 2015 [4].

The impact of chronic conditions on health is sabsal, it varies according
to condition, and, for most conditions, it invohasaspects of functioning and
well-being [5-10]. Chronic diseases may lead teeseand immediate disability,
as well as progressive disability that slowly deses the ability of older people
to care for themselves [11].

Comorbidity is associated with an increase in th&and the utilization of
health services [2;12]. In the Netherlands, 42%hefhealth care budget is spent
on patients of 65 years of age and older [4]. éxgected that in the period from
1994 to 2015, health care utilization will increasea result of demographic
developments, among which the increasing numbeldefr people [4].
Hospitalization is expected to increase by 26%ts/te outpatient clinics by
19%, pharmaceutical use by 27%, expenditures an(aicth as walking aids,
hearing aids, etc.) by 30%, home care by 30%, &tda nursing by 26%.

The current focus of the health care system irNitherlands is mainly on
acute care and on cure, with treatment usually diateorrecting biological
abnormalities and preventing overall deterioraft#+15]. The care that is
provided is often fragmented, because for eacladespatients usually see a
different medical specialist. Health care is thbggician-centered, and the
physician is the expert. However, chronically ditignts have to cope with their
disease on a day-to-day basis and are, therefotbeda own for most of the
time. Moreover, in general, patients with chrongedses do not only have
biomedical problems, but also psychosocial andesalgproblems, to which the
current health care system pays relatively litttergion. Therefore, chronically
il patients might need a more patient-centered@ggh, in which the patient is
the expert with regard to his or her own healtlecar
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Given a certain discrepancy between the focuseoh#alth care system and
the specific needs of chronically ill older patgrthere is a need for additional
means of delivering care. These additional meansintdude developing new
therapies, building more nursing homes, stimulatolginteer aid, or developing
new technologies with regard to housing or carevéier, most of these means
are rather costly, and mainly focus on the physasakect of a chronic disease.
Furthermore, the active involvement of the patierihese issues is usually
minimal. It seems, however, important to enhaneestttive involvement of
chronically ill patients in their own health cabecause they themselves are
responsible for the daily management of their dise®Ilder patients, in
particular, are often less actively involved in thanagement of their disease,
because they might perceive their chronic disesagm# of the aging process
and therefore do not take action. Moreover, olégspte have many years of
experience with a medical system in which the mwitsnal was usually
regarded as the expert and the patient only pdgsidéered to treatment
prescriptions and was therefore not actively inedlv

One way to promote a more active involvement oépfoeople with chronic
diseases in their own health care is to offer tsetitimanagement programs that
teach them how to manage their chronic diseaseerGhvwe impact of a chronic
disease on various aspects of life, it is importhat these self-management
programs not only focus on the physical aspectsethronic condition, but
also on the psychosocial and societal aspects.

Self-management programs do not only provide in&diom, but also teach
patients to follow the advice of their cliniciansh@me and how to cope with the
physical and psychosocial impairment a chronicatisemay cause in daily life.
Many types of interventions have been developeth®management of
chronic diseases, such as face-to-face counseliagp sessions, telephone
care, interactive computer interventions, post@rirentions, and health care
policies [16;17].

A great deal of research work has been carriedoout/estigate the effects
of self-management approaches and patient eduaatichronic disease.
Studies carried out by Cooper et al. [18], Barldwle[17], and Newman et al.
[19] show that there is evidence that patients fieinem self-management and
patient education interventions. However, the regabeffects vary. In the
literature reviewed by Cooper et al. [18] effeceravlargest for knowledge
about diet, exercise and/or stress managementnaaitest for self-care
activities and psychological outcomes such as dspoe, anxiety, and
emotional adjustment to diabetes. In their studyrJ@v et al. concluded that
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“self-management approaches can provide benefifsaidicipants particularly
in terms of knowledge, performance of self-managerbehavior, self-efficacy,
and aspects of health status” (p. 183, [17]). Thhesefits are over and above
what is already being achieved with medical treatimeecause patients
generally continue to take their medicine whildrglpart in self-management
programs. Data from arthritis patient educationlitsi suggest that, in addition
to a 20-50% improvement resulting from arthritissgancluding the use of
medication, a further 15-30% improvement in sym@aan be obtained
through education interventions [20].

The word “self-management” is attached to manythgalomotion and
patient education programs [21]. Wetzels and cgliea [22] refer to self-
management as “patient behavior that keeps illaedsr control and minimizes
its effect on health and quality of life”(p. 91&)ccording to Barlow and
colleagues [17], “self-management refers to théviddal’s ability to manage
the symptoms, treatment, physical and psychosociadequences and life style
changes inherent in living with a chronic conditi&fficacious self-
management encompasses the ability to monitor @oeidition and to affect
the cognitive, behavioral and emotional respongegssary to maintain a
satisfactory quality of life.” (p. 178). Corbin agfrauss [23;24] have suggested
that living with a chronic disease involves thrggess of tasks: (a) medical
management, such as taking medication; (b) roleageament, i.e. maintaining
everyday life, chores and family responsibilitiaed (c) emotional
management, i.e. coping with the emotional consecgeof having a chronic
condition. Apart from these core self-managemeskgacore self-management
skills can also be defined. These are: problemisghdecision-making,
resource utilization, partnership with health pssienals, action-planning, and
self-tailoring [21;24]. In conclusion, self-managamprograms should not only
focus on the physical aspects of a chronic diséageglso on the psychosocial
and societal aspects.

The majority of self-management programs are nitalsie for older
patients who often have more than one chronic desdzecause these programs
are disease-specific, i.e. they only focus on pewplo have one specific
chronic condition. From a literature review of Bavlet al. [17], for example, it
becomes clear that a great majority of the pubboatconcerning self-
management programs mainly focus on asthma, fodwyediabetes and
arthritis. Older patients with more than one diseasuld therefore have to
participate in several disease-specific self-mameg programs, which would
probably overlap. The combination of more than dm®@nic disease in older
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patients requires self-management programs thaessldgeneral management
problems that are the same for different chronmddoons, such as fatigue,

pain, mobility problems, feelings of anxiety or degsion, etc., rather than
programs that only address the problems relatedecspecific disease. Besides,
as mentioned before, it is important that such g address not only the
physical aspects, but also the psychological anthlsaspects of a chronic
disease, i.e. all aspects of well-being.

The concept of well-being has often been usedfér te overall life
satisfaction and quality of life. In the literatuee concepts of quality of life
(Qol), health-related quality of life (HQoL), wdeing (WB) or subjective
well-being (SWB) are used, but often not, or, ifsoly briefly, defined.
Therefore, the exact difference between these pisiceunclear. To illustrate
this, a literature review of 20 articles shows tbfaihe five articles dealing with
guality of life indicators, only one defined thencept [25]. Studies on quality
of life often focus on aspects such as physicattianing, social and role
functioning, mental health, subjective health pptioms, and vitality.

A chronic disease can affect several aspects ditgoélife. Physical
functioning (i.e. activities such as climbing ssamwashing, dressing, and lifting
shopping bags), in particular, varies per chromeaise, and depends on the
severity of the disease [26]. Emotions such agrktien, fear, anger, and
depression are commonly experienced by a persorha@ chronic disease
[21]. There is also a clear association betweemtimeber of chronic diseases
and the severity of these psychological symptorhsJéif-management
programs should not only increase healthy behandrhealth status, but also
improve quality of life.

Participants in self-management programs are ofteruited from specific
populations (for instance people aged 65 and owtéranthritis), the so-called
intended sample. Various studies have found itadiltf to include participants in
self-management programs [27-34]. It has also beeorted that people who do
not wish to participate are usually older [28;3Q;3ve less education [27-
29;31], are less likely to be non-smokers [29] lefésn use seat belts [33], have
poorer physical or mental health [27-29;31;33;34¢, more likely to live further
away from the study location [30;32], are moreljk® experience time
constraints [28;32], and perceive more social stgpeeveryday and problem
situations [35]. The results with regard to geraterless consistent; some
studies report that refusers are more likely tonladée [28] while others report
that they are more likely to be female [27;29]. f&fere, participants in self-
management programs, who are the actual subjeetstofly [36], seem to be a
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specific selection of the intended study samples Tiakes it difficult to draw
any general conclusions about the effectivenessseff-management program.
To summarize, what is needed for a population odrmileally ill older
patients are self-management programs that (ayfooweneral management
problems instead of disease-specific ones; (b)soxt only on physical aspects
of the chronic disease, but more on quality ofdifel well-being in general. The
research questions that were addressed in thenpistaey were (1) Are there
self-management programs that are suitable for gldeple with one or more
chronic diseases, that focus not only on the phYysispects of a chronic disease,
but more on quality of life and well-being in gealer(2) What is the value of
such programs for maintaining physical health amgroving the quality of life
and well-being of older patients, and for the psav of health care to such
older patients?; (3) Are the actual subjects ohstadies, i.e. people who agree
to participate in the program, a specific selectbthe intended sample?

1.2 Literature search

We conducted a literature search to identify seifhemgement programs that not
only enhance the health, but also the overall Weilhkg of chronically ill older
patients with comorbidity. The keywordell-being/well-being/quality of
life/QoL in combination witrself-management prograandolder
patients/elderly/elders/ older persqrndchronic disease/chronic
illness/chronic conditionandcomorbidity/co-morbidityvere applied to all
available International Bibliography of the Socsliences (1981-) and
Silverplatter/Medline (1988-) databases runningl uvgek 1/2 of January 2006.
No publications were found. When the keywords cdabiy/co-morbidity

were left out, one article was found, but thiscetwas disease-specific (low
back pain). We then decided also to leave out éysvkrdsolder
patients/elderly/elders/older persqrsecause there might be self-management
programs that, although not specifically develofwedlder patients, could also
be suitable for older patients. Ten articles werenfl, eight of which were
excluded because they were disease-specific (ftiales about lung disease,
three about chronic pain, and one about heart sk$e@he two remaining
articles described the chronic disease self-manageprogram (CDSMP)
developed by Kate Lorig and colleagues [37;38]. @niele described a study
on the CDSMP in a heterogeneous group of chrosieadie patients (heart
disease, lung disease, stroke, or arthritis) age@dyears [38], and the other
article described a study in which the CDSMP wasgared to a disease-
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specific program for patients with arthritis [3The CDSMP was, among other
things, aimed at enhancing aspects of quality $ifich as self-rated health,
disability, limitations in social/role activitiegnergy/fatigue, physical
discomfort, and psychological well-being. It sedmbe very beneficial for
older patients with chronic conditions in partiaulaecause: (1) it is a general
program, and not disease-specific, (2) it has Ipeeven to be effective among
older people, and (3) it is also aimed to enhaewersl aspects of quality of life
and well-being, and not only the physical aspet&sahronic disease.

1.3 The Chronic Disease Self-Management Program (GGMP)

The CDSMP was developed by Lorig and colleagudisarCenter for Patient
Education Research at Stanford University (USAkiiTaim was to develop and
evaluate, through randomized controlled trialsp@munity-based self-
management program that assists people in copitiganhronic disease [38-
41]. In personal correspondence, Lorig wrote: “Végaloped the program
because of the large amount of comorbidity in ofgEple and the need to treat
the person not just the disease” (September 2002¢e principal assumptions
underlie the CDSMP [38]:

1. Patients with different chronic diseases have singélf-management
problems and disease-related tasks.

2. Patients can learn to take responsibility for thg-tb-day management of
their disease(s).

3. Confident, knowledgeable patients practicing sedfhagement will
experience improved health status and will utifea@er health care
resources.

Two additional assumptions are:

4. Patient self-management education should be inexpeand widely
available.

5. Trained lay-persons with chronic conditions coufeéaively deliver a
structured patient education program. Such layucsars would be
acceptable to both patients and health professonal

The CDSMP is based on prior experience (Arthrigf-$1anagement Program,

ASMP), literature review, needs assessment (byalleec“focus groups”), and

the theoretical framework of self-efficacy. It indes the following components:

how to develop an exercise program; cognitive spmpmanagement
techniques; breathing exercises; nutritional chafadgue and sleep
management; use of medication; coping with the amstof chronic iliness
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(fear, anger, frustration and depression); comnaii@no skills (with family,
friends, and health care providers); health relatethlem-solving; and decision-
making [39-41]. The program content has been pdtisn a book entitled
“Living a Healthy Life with Chronic Conditions”, wbh serves as a guide for
the participants [42]. The “Chronic Disease Selfridgement Leader’'s Manual”
is a detailed protocol that is used by the cowradérs [43]. The program
consists of 6 weekly sessions, each with a durati@¥2 hours. There are 10-15
participants in each training group, and pairgahed leaders teach the
program. The program is based on the self-effitaegry, which incorporates
strategies suggested by Bandura to enhance siel@ff(for an extensive
overview of this theory, see Chapter 2; [38]). ibaat al. encourage the use of
lay-persons to teach the CDSMP because as ingtsLitiey can serve as
successful role models, and lay-persons providegeIpool of potential
volunteers who can also teach the program [44Hi8susuggest that lay-leaders
can teach (arthritis) self-management programs keshlts similar to those
achieved by professionals [44-46]. This is impartéor instance because cost
reduction can become a major issue for both pati@md care providers.

The National Health Service (NHS) in the United ¢dom has adopted the
CDSMP as the key educational offer in its Expettdph Program [11]. At this
moment, organizations in sixteen countries outdiddJSA are licensed, i.e.
officially approved by Stanford University, to ingohent the CDSMP.

The CDSMP has been subjected to several evalud8a@r3;40;41;46-50].
Most of these were not identified in our literatsearch because the abstracts
did not include all the keywords that we us€de majority (six) took place in
the United States, five among American-speakingepts, and one among
Spanish-speaking patients. One study was carriesh @hina and two in the
United Kingdom (one of these among Bangladesheptd). Tables 1.1a-c give
an overview of these studies; studies focusingriy eane specific disease are
not included. The study samples in these evaluaiteainly involved older
adults (mean age 62.2, range 48.9-78.6), and meamigerned patients with
heart disease, lung disease, diabetes, or artlitiiwever, one study included
only patients with chronic low back pain [49], wdnother included “a
diversity of primary chronic diseases that havebwssn previously studied”
(such as myalgic encephalomyelitis, polio, endoiosis, haemophilia, liver
disease; [50]). In six studies the participantseansssigned to an intervention
group or a control group [38;40;46-49], and insa&ll studies the control group
was a waiting-list group that received the inteti@n4-6 months later. In one
evaluation, the CDSMP was compared to anothenietgion program [37];
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Table 1.1a Overview of studies of the CDSMP that have been carried out (Authord, chdnjacteristics, recruitment, follow-up, setting)

Author(s),
year
(country)
Lorig et al.,
1999 [38]
(USA)

Lorig et al.,
2001 [40]
(USA)

Lorig et al.,
2001 [41]
(USA)

Lorig et al.,
2003 [48]
(USA)

Fu et al.,
2003 [46]
(China)

N, mean age, %male, disease

Recruitment Follow-
up

952; 65.3; 35.5; lung disease (asthnr Public service announcements in the mas$

chronic bronchitis, or emphysema),

media, referrals from flyers left in months

heart disease (coronary artery disea physicians’ offices and community clinics,

or congestive heart failure), stroke,
chronic arthritis

posters at senior citizen centers, referrals
from county governments employers

683; 65.3; 34.6; heart disease, lung Public service announcements, talksto 1 and 2

disease, stroke, arthritis

613; 62.2; 27; one or more chronic
disease

551; 57.0; 21, heart disease, lung
disease, type 2 diabetes

community groups, notices in clinics years

By physicians or case managers, and 1 year
through announcements in waiting rooms

and in health plan newsletters; letters to

high utilizers

Community outreach to churches, 4
community centers, and clinics months

779; 64.0; 28.6; hypertension, heart Public service announcements in the mas$
disease (coronary or congestive hee media, posters at community senior centersonths

disease), chronic lung disease
(asthma, chronic bronchitis, or
emphysema), arthritis, stroke, or
diabetes

flyers left in community clinics,
interpersonal persuasion

Setting

Multiple community sites
(churches, senior and
community centers, public
libraries, health care
facilities)

Community sites such as
senior centers, churches,
and medical centers

Health education
departments of Kaiser
Permanente

Community settings
(churches, neighborhood
centers, clinics)

Community site
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Table 1.1b Overview of studies of the CDSMP that have been carried out (Authors, deagimements, analysis)

Author(s), Design Measurements Analysis
year
(country)
Lorigetal., Randomized controlled = Previously tested self-administered Analysis of covariance (controlled for baseline value
1999 [38] trial (wait-list control) guestionnaires [51] of the study variable, as well as age, sex, educatior,
(USA) and marital status)
Two-way analyses of variance to determine if the
intervention had different outcomes for those with
different diseases
Lorig etal., Longitudinal design as  Questionnaire on chronic disease selff-testsy for differences in baseline measures
2001 [40] follow-up to a management study measures Matched-pair t tests were used to test for changes
(USA) randomized trial (wait-list developed by Lorig et al. [51] between baseline and 1 or 2 years later
control)
Lorig etal., Before-after cohort study Questionnaire on chronic disease selfaired t-test to assess changes in outcomes betwegn
2001 [41] management study measures baseline and 1 year
(USA) developed by Lorig et al. [51]
Lorigetal., Randomized controlled ' Physical activity scales (developed foAnalysis of covariance (controlled for age, gender,
2003 [48] trial (wait-list control) ASMP study); Communication, healtheducation, acculturation, number of chronic conditions
(USA) status: scales developed for the Paired t-tests to determine whether changes betwegn
CDSMP study[51]; Health care baseline and 1 year differed from zero)
utilization: self-report; 4-item self-
efficacy scale
Fu et al., Randomized controlled ' Chinese version of the questionnaire Mann-Whitney U-test (compare baseline)
2003 [46] trial (wait-list control) on chronic disease self-management Analysis of covariance (controlled for baseline value
(China) study measures developed by Lorig ethat differed between the groups at baseline: age; sex;

al. [51] education; marital status; follow-up time, baseline
number of minutes per week of stretching and
strengthening exercise, cognitive symptom-
management practice, communication with medica

doctor, and disability).
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Table 1.1¢c Overview of studies of the CDSMP (Authors, variables/reBuledpes as reported in the articles; Cohen’s d calculated on

reported scores, i.e. mainly difference scores)

Author(s), year (country) Variables/Results (sign. improvements intalics) P- Effect sizes (Cohen’s d)
values

Lorig et al., 1999 [38] (USA) Self-management behavior
Stretching & strengthening exercise .005 14
Aerobic exercise .0003 .20
Cognitive symptom mgmit. .0001 41
Communication w/MD .006 .16
Health status
Self-rated health .02 16
Disability .002 A5
Social/Role activities limitations .0007 A7
Pain/physical discomfort 27 .02
Psychological well-being 10 .07
Energy/fatigue .003 16
Health distress .001 A7
Shortness of breath .56 .05
Health service utilization
MD & ER visits A1 .04
Number of hospital stays .047 .02
Nights in hospital .01 14

Lorig et al., 2001 [40] (USA) Self-efficacy manage chronic disease .0001 -.14
Health status
Self-rated health .268 .06
Disability .025 -.06
Social/role activities limitations .995 0
Energy/fatigue .165 -.05




[4)

- 191deyd

Table 1.1¢c (Continued)

Author(s), year (country) Variables/Results (sign. improvements intalics) P- Effect sizes (Cohen’s d)
values

Lorig et al., 2001 (continued) Health distress .0001 .18
Health service utilization
MD & ER visits .006 A3
Times hospitalized 737 .02
Days in hospital .535 .03

Lorig et al., 2001 [41] (USA) Self-efficacy <.001 -
Self-management behavior
Aerobic exercise .01 -
Range-of-motion exercise <.001 -
Cognitive symptom-management <.001 -
Communication with physician <.001 -
Health status
Disability g7 -
Health distress <.001 -
Social/role activity limitation <.001 -
lliness intrusiveness <.001 -
Fatigue .002 -
Shortness of breath .003 -
Pain .03 -
Self-rated health .20 -
Depression <.001 -
Health service utilization
Physician visits 19 -
ER visits <.05 -
Hospitalizations 14 -
Days in hospital A2 -
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Table 1.1¢c (Continued)

Author(s), year (country) Variables/Results (sign. improvements intalics) P- Effect sizes (Cohen’s d)
values

Lorig et al., 2003 [48] (USA) Self-efficacy .0006 .28
Health status
Self-reported health <.0001 .40
Health distress <.0001 42
Fatigue .002 24
Pain/physical discomfort .016 .20
Role function .002 23
Self-management behavior
Exercise .001 21
Communication with physician <0001 .30
Mental stress management <.0001 .50
Currently use tobacco 997 .03
Health service utilization
Physician visits .057 A7
ER visits .005 27
Hospital stays 481 -.03

Fu et al., 2003 [46] (China) Self-efficacy
Managing symptoms .001 .29
Managing disease in general .001 24
Self-management behavior
Stretching/strengthening exercise .07 -.02
Aerobic exercise .01 .16
Cognitive symptom-management .005 .38
Communication with medical doctor .89 -.06
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Table 1.1¢c (Continued)

Author(s), year (country) Variables/Results (sign. improvements intalics) P- Effect sizes (Cohen’s d)
values

Fu et al., 2003 (continued) Health status
Self-rated health .001 .33
Energy .93 -.03
Health distress .001 22
Fatigue .03 A7
Shortness of breath .01 14
Pain .02 A7
Disability .005 27
lliness intrusiveness .06 .06
Depression .004 10
Social/role activity limitation .046 15
Health service utilization
Physician visits 72 .02
ER visits 44 .01
Hospital stays .04 A7
Nights in hospital .40 A2




two studies had a pre-test/post-test design [41N0¥t evaluations covered a
period of 4-6 months, except for two studies wtaokiered a period of 12
months [40;41].

These evaluations of the CDSMP differ with regarthie measurement of
the outcome variables. Self-efficacy, for examplas measured differently
across the evaluations, varying from more genetéletficacy (“perceived self-
efficacy to manage different aspects of one’s heatid functioning”; [40]) to
more specific self-efficacy (“self-efficacy for excgse, cognitive symptom-
management, and communication with physician health providers”; [41]).

In one of the studies self-efficacy was not measateall [38]. The components
of health status also differed. Although self-ratealth, pain/physical
discomfort, energy/fatigue, social/role limitatiopasd health distress were
measured in almost all evaluations, anxiety an@lpspgical/emotional well-
being were measured in only two. Some studies medsisits to physicians
and the emergency department, whereas other silidiest.

Tables 1.2a-c give an overview of fh@alues reported in the various
studies. We also computed effect sizes, basedeoregiorted data. Therefore,
most of the effect sizes were computed on diffezestores. Furthermore, for
each outcome variable it was summarized how mardiet showed an effect
size> .25. The effects on most of these outcomes aré tsmaoderate.

In almost all of the CDSMP studies, the particigamere recruited through
public announcements. Therefore, nothing is knolouathe patients who did
not apply for participation. As a consequences difficult to say anything
about possible differences between participantsnandparticipants. Based on
studies of self-management interventions, howeteright be assumed that the
participants are, indeed, a selection. Furthermonegne of the CDSMP studies
gave detailed information about the recruitmentpss, for instance whether it
was difficult to recruit participants, or the mestective method of recruitment,
for example, flyers or posters.

It can be concluded that the CDSMP is the only-s®lhagement program
that focuses on people with one or more chronieadiss, in order to stimulate
them to become more actively involved in the manage of their own health
and enable them to take care of themselves. Apthgram has already been
implemented in many countries, it would also bamdidate intervention to
supplement the health care that is provided foplgeaith one or more chronic
diseases in the Netherlands. However, the varioalsiations are difficult to
compare, and this makes it difficult to draw anypg®l conclusions about the
effectiveness of the CDSMP. Therefore, before imgleting the program in the
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Table 1.2a Overview of the effect sizes (&dalues) of the various variables in the studies of the CDSMP

Lorig et Lorig et Loriget Lorigetal., Fuetal, 2003 Number of Number of studies
Variable al., 1999 al, 2001 al., 2001 2003 [48] [46] studies that that showed
[38] [40] [41] showed significant p-
improvement values (p< .05)/
(i.,e. ES total number of
>.25)/total studies in which
number of this variable was
studies in which studied
this variable
was studied
Self-efficacy - - (£.001) = .28 (.0006) 1/1 2/2
- Self-efficacy to .14 (.0001) 0/1 1/1
manage chronic
disease
- Managing symptoms .29 (.001) 1/1 1/1
- Managing disease in
general .24 (.001) 1/1 1/1
Health behavior
Stretching & .14 (.005) -.02 (.07) 0/2 1/2
strengthening exercise
Aerobic exercise .20 (.0003) - (.01) .16 (.01) 0/2 3/3
Cognitive symptom 41 (.0001) - (£.001) .38 (.005) 212 3/3
mgmt.
Communication .16 (.006) - (<£.001) .30 (<.0001) -.06 (.89) 1/3 3/4
Range-of-motion - (<.001) - 1/1
exercise
Exercise .21 (.001) 0/1 1/1
Mental stress .50 (<.0001) 1/1 1/1
management
Currently use tobacco .03 (.997) 0/1 0/1
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Table 1.2h(continued)

0110NPO.JIUI [BIBUSS)

Lorig et Lorig et Loriget Lorigetal., Fuetal, 2003 Number of Number of studies
Variable al., 1999 al, 2001 al., 2001 2003 [48] [46] studies that that showed
[38] [40] [41] showed significant p-values
improvement (p < .05)/ total
(i.,e. ES number of studies
>.25)/total in which this
number of variable was
studies in studied
which this
variable was
studied
Health status
Self-rated health .16 (.02) = .06 (.268) - (.20) = .40 (<.0001) .33 (.001) 2/4 3/5
Disability .15 (.002) -.06 (.025) - (.77) .27 (.005) 1/3 3/4
Social/Role activities .17 (.007) = 0(.995) -(<.001) .23 (.002) .15 (.046) 0/4 4/5
limitations
Pain/physical .02 (.27) - (.03)/- .20 (.016) .16 (.02) 0/3 3/4
discomfort
Psychological well- .07 (.10) 0/1 0/1
being
Energy/fatigue .16 (.003) -.05(.165) - (.002) @ -.24(.002) -.03(.93)/.17 (.03) 0/4 3/5
Health distress .17 (.001) .18 (.0001) - (<.001) .42 (<.0001) .22 (.001) 1/4 5/5
Shortness of breath .05 (.56) - (.003) .14 (.01) 0/2 2/3
lliness intrusiveness - (<.001) .06 (.06) 0/1 1/2
Depression - (£.001) .10 (.004) 0/1 2/2
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Table 1.2dcontinued)

. Lorig et Loriget Loriget Lorig et al., Fu et al., 2003 Number of Number of studies
Variable al., 1999 = al., 2001 al., 2001 2003 [48] [46] studies that that showed
[38] [40] [41] showed significant p-
improvement values (p< .05)/
(i.,e. ES total number of
>.25)/total studies in which
number of this variable was
studies in which studied
this variable was
studied
Health service
utilization
MD & ER visits .04 (.11) = .13 (.006) 0/2 1/2
Number of hospital .02 (.047) .02 (.737) - (.14) -.03 (.481) .17 (.04) 0/4 2/5
stays
Nights in hospital .14 (.01) .12 (.40) 0/2 1/2
Physician visits - (.19) .17 (.057) .02 (.72) 0/2 0/3
Emergency - (£.05) .27 (.005) .01 (.44) 1/2 2/3
department visits
Days in hospital .03 (.535) -(.12) 0/1 0/2







Netherlands, it is necessary to investigate itfulisess and effectiveness in a
systematic way. This is done in the present thesis.

The aim of the study presented in this thesisrsetfold. First, to study the
short-term and longer term effects of the CDSMRB@fmanagement behavior,
health, and health care utilization in a clinicatgle of older people with one
or more chronic diseases in the Netherlands. Ségcaodstudy the working
mechanisms of the CDSMP, and the effect of the CB®M quality of life and
well-being. Thirdly, to investigate whether thewsadtsubjects in this study on
the effects of the CDSMP, i.e. people who agrgeatticipate, are a specific
selection of the intended sample.

1.4 Outline of the dissertation

Chapter 2starts with an outline of the theoretical backgubof the CDSMP,
I.e. the self-efficacy theory. Some theoreticalgbeons with regard to the self-
efficacy theory in relation to the CDSMP are expdal, and an additional
theory, which could partly solve these problemslissussed: the theory of self-
management of well-being (SMW). The chapter endls am overview of the
research questions that were addressed in the gtadgnted in this thesis, and
the main hypotheses.

Chapter 3describes the methods used in the study, thein@memnt strategy,
the sample characteristics, the measurementshandtervention, which
consists of an adaptation of the CDSMP to the Daiitlation, called “GRIP op
lijf en leven”. The following three chapters pressub-studies evaluating this
intervention.

Chapter 4presents the first study, an evaluation of thetsieom and longer
term effects of the CDSMP among chronically ill@igbeople in the
Netherlands. Knowing from previous studies that@msSMP can have positive
effects on self-efficacy, self-management behawand health status, we
expected to find positive effects in our samplgatients, aged 59 or older, with
one or more chronic diseases.

Chapter 5presents the second study, which focuses on thet eff the
CDSMP on self-management abilities other thaneféi¢acy, and investigates
whether the CDSMP improves subjective well-being.

Chapter 6presents the third study, which focuses on theceffof the
CDSMP on health care utilization.

Chapter 7described another study, comparing patients whusee to
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participate (refusers) and patients who agreeaitbgpate (participants),
after they had been invited to participate in thié-ianagement intervention.

Chapter 8describes the participants’ experiences with tiogam,
subjectively evaluated in several ways and at uarimoments. With possible
future implementation in mind, this chapter hasnbeetten in Dutch.

Finally, Chapter 9contains a general discussion of the main resntislze
implications of these findings. The thesis endslsymmary of the results.
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2.1 Introduction

In the previous chapter it became clear that th@@ib Disease Self-
Management Program (CDSMP) developed by Lorig.as @he only self-
management program that applies to (older) peojtleame or more chronic
diseases, and that it has the aim to improve daisugeneral well-being, in
addition to health outcomes. Several evaluatione sdown that the CDSMP
can be effective in improving health status anéfs@nagement behavior, and
also in decreasing health care utilization. Theeulythg mechanism explaining
these effects is assumed to be self-efficacy, wisiciefined as “beliefs in one’s
capabilities to organize and execute the coursastan required to produce
given attainments” ([1], p.3). The CDSMP incorpesastrategies to enhance
self-efficacy and, by doing so, to enhance self-ag@ment behavior and health-
related outcomes. Figure 2.1 shows this proceagliagram.

cnsmp o  Sel- > Self- »| Health »| Health care
efficacy management status utilization
behavior

Figure 2.1 Relationship between self-efficacy, self-management behasadth status, and
health care utilization

Insights into the relevance of the self-efficacgdty for this type of
program were gained during the development of ttibrisis Self-Management
Program (ASMP), on which the CDSMP is based. Th&R$s a low-cost,
community-based patient education program for pewofth arthritis, which
aims to change behavior and health status, arettece health care utilization.
The ASMP was designed with “bits and pieces takem ftheory, past practice,
and good intentions” ([2], p. 356). The underlyagsumption was that changes
in health behavior would result in changes in tesiatus. However, from
evaluations of the ASMP this relationship appedodae weak to non-existent
[3]. In a qualitative study that was performeditawfan explanation, the
participants stated that they had more feelingsoatrol after participating in
the ASMP [4]. In order to operationalize this cgotcef control, Lorig and
colleagues studied theories of locus of contralkied helplessness,
coherence/congruence, stress and coping, andfBetfey [2;5]. They rejected
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the theory of locus of control, because they hamiliise health locus of control
scale in their first study, and had found thatAlsMP had no effect. The theory
of learned helplessness was rejected becausevtkezeno available instruments
to measure this concept [2]. In later studies, h@area questionnaire was used
to measure learned helplessness. It appearedetraed helplessness correlated
with self-efficacy, but was not highly associatethvthe observed changes in
health status. The coherence theory was rejectslibe this theory suggests
that a sense of coherence is a trait, and thusotaasily be changed. In later
studies a coherence scale was used, but no chaege$ound. In a study
focusing on the role of coping in determining tlealth status of older people
with osteoarthritis, it was found that coping wéadimited value in predicting
health status, so therefore this theory was alsotedl. However, the self-
efficacy theory seemed to be promising, for thesesons. First of all, this theory
is belief and behavior-specific. Therefore, only theliefs about a specific
behavior have to change, and not an entire psygloalbstructure such as, for
example, a sense of coherence. Secondly, in sestachés the self-efficacy
theory had been shown to be highly predictive tirel health behavior and
health status, for example with regard to pain gepee and management, and
successful recovery from myocardial infarction [Birdly, the self-efficacy
theory incorporates specific methods by which efficcan be enhanced, such
as skills mastery, modeling, re-interpretation leygological symptoms, and
persuasion [2].

2.2. Self-efficacy theory

According to Bandura, who developed the self-effyctheory, cognitive
processes play an important role in the acquisdiath retention of new behavior
[7]. If people think that a certain behavior wildd to a certain outcome, they
will adopt that behavior, but only if they consideemselves able to do so.
Perceived self-efficacy influences the choice dfdwor and settings, and it also
influences how much effort will be spent on a givemavior and how long this
effort will be maintained [1]. Bandura makes thidwing distinction between
efficacy beliefs and outcome expectations [1;7icpwed self-efficacy is a
judgment of one’s ability to organize and executeg types of performances,
and outcome expectations are a judgment of theeqoiesice of such
performances [1]. However, self-efficacy can, self, produce benefits [1].
Enhanced self-efficacy does not depend on a spesifiation, but can be
generalized to other situations, provided thatattevities are similar [1].
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There are four ways to enhance self-efficacy: perémce mastery,
modeling, persuasion, and physical reframing [IP&formance mastery is
based on personal experiences. If a person expeseauccess in adopting a
certain behavior, self-efficacy will be enhanced #ms behavior will be
adopted more frequently. This is the most imporsantrce of efficacy
information, because it gives direct informatiomaf(in)ability to perform
successfully. Consequently, repeated failure unohasrithe feeling of
confidence. Modeling refers to the fact that pedgdéen more and try harder
when they are motivated by seeing other peoplewih@y perceive to be like
themselves, managing circumstances similar to tver. Models and modeling
are more effective if both the model and the beatraare perceived as relevant
by the participant. It must be clear that it is plegformance of the model that
leads to the results of that behavior. Persuasesmnsgiving someone the idea
that (s)he can successfully adopt a certain behdWeople who are persuaded
verbally that they possess the capabilities to enagven activities are likely to
mobilize greater effort and sustain it than if theybor self-doubts and dwell on
personal deficiencies when problems arise” ([1]LQd; [8], p. 302). Physical
reframing is based on the assumption that peogdigejtheir capabilities with
regard to certain behavior on the basis of belef$ information about
physiological symptoms. People tend to attributgspmiogical symptoms to a
cause. Sometimes these symptoms are misinterpFeiedxample, arousal can
be experienced as a sign of fear, whereas it maydign of physical effort.
Incorrect beliefs about a cause may lead to inap@ate thoughts about one’s
own capabilities, which may lead to inappropriagddwvior. However, positive
mood during performing certain behavior enhanctse$igcacy. Therefore,
physical reframing is directed at reducing strestions and negative
emotions, and at correcting misinterpretations.

A sense of personal efficacy can influence healtiwb ways [8]. First,
biological systems are influenced by beliefs in¢hpability to cope with
stressors. It has been reported that patients whevie that they can do
something about their physical condition are legsrelssed and less stressed [8].
For example, a study carried out by O’Leary ef¥lshowed that enhanced
self-efficacy reduced inflammation in patients wattthritis. Secondly, efficacy
beliefs influence the choice and performance ofthd®bits, and this
consequently affects health status and functiof8hg

Applying the self-efficacy theory to patients wahronic ilinesses, it is
assumed that their self-efficacy for coping witk thsease and its consequences
might have been reduced, due to the usually ungteddle and variable course
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of a chronic disease. This may lead to anxietydamression, which, in turn,
may increase their perceptions of pain, and rethae efforts to cope with the
consequences of the disease or to engage in d@awytias [10]. As a
consequence, their health status will further detate, for example because of
reduced immune function and heightened suscepyjibdidisease, as a
consequence of the activation of stress-relatechboes [8]. Therefore, not only
specific knowledge and skills are required to cafi the challenges posed by
chronic diseases, but also belief in one’s abibtuse those skills in realistic
contexts and belief that the use of the skills pidduce the desired outcomes
[11]. Thus, if self-efficacy can be enhanced ingres with chronic ilinesses,
then the risk of a downward spiral could perhapseversed: feelings of control
might be enhanced, anxiety and depression mighedse, pain might decrease,
etc. Therefore, in an intervention supporting pasevith chronic diseases a
central position should be given to self-efficacy.

2.2.1 Application of the self-efficacy theory i ttDSMP by Lorig et al.

Lorig et al. define self-efficacy as: “Confidencedne’s ability to manage
different aspects of one’s health functioning” ([42 257). Four strategies to
enhance self-efficacy are incorporated in the CDSIMP performance mastery,
modeling, persuasion, and physical reframing. Pevdmce mastery is
incorporated by means of writing a contract atehé of each session, the so-
called ‘action plan’ [2]. In this contract the gaipants formulate a goal with
regard to self-management behavior (for example;agse or healthy eating),
which they intend to accomplish during the follog/mweek. This goal is
something that a participant wants to achieve,ismat dictated by what is
taught. After formulating the contract, the papemt has to state how confident
(s)he is, i.e. how much self-efficacy (s)he haat {g)he will execute the action
plan. This is to assess whether the goal is reaéisd attainable. If the level of
confidence is below 7 (on a 1-10 scale), the cohtsarenegotiated by the
leaders until a higher level of confidence is acbtke After a week the
participants report whether or not they have acdsimgd their action plan, and
any possible problems that might have arisen dwedoThis is called feedback,
which is an integral part of skills mastery. Thé@tplan is very important,
because social support and guidance during the stades of personal change
and maintenance increase long-term success [13].

The CDSMP includes three ways of modeling. Firstlbfit is preferable to
appoint at least one leader who also has a chdisgase, which means that this
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leader shares the problems of living with a chraicdition and knows what
(s)he is talking about. Secondly, the participaais serve as models for each
other. Thirdly, the patient book “Living a healthifg with chronic conditions”
includes drawings and examples of people as m¢ii4]s

Persuasion is incorporated in two ways. Particpan¢é encouraged to
adjust their action plan every week in order toi@ah a little bit more than in
the preceding week. Hearing other participants ngakind adjusting their action
plans and achieving their goals also is a typeso$ymsion.

One way in which the CDSMP attempts to apply phatsieframing and to
change certain beliefs about symptoms is to teadiicgpants that the symptoms
they experience are not only due to their disdasiethat there can be several
causes. This is done during small lectures includéde course, and by
providing information in the patient book. Anotlveay to change inappropriate
judgments about certain behavior is to teach thcgzants self-talk, i.e.
changing negative thoughts about the disease #rldete behavior into more
positive thoughts.

2.2.2 Test of the self-efficacy theory with regarthe CDSMP by Lorig et al.

The role of self-efficacy has been studied mainlyalationship to the ASMP,
but in studies of the CDSMP the mediating effectalf-efficacy has not been
studied. As part of the development of an arthsidi-efficacy scale, it was not
only found that there is an association betweeognezd self-efficacy and both
present and future health status, but also thatowgment in self-efficacy is
associated with improvement in health status [\M6ih regard to the ASMP,
Lorig and colleagues studied the relationship betwself-efficacy, self-
management behavior, and health status [5]. Owenfyfrom that study was
that the ASMP created changes in self-efficacy, (s€lf-efficacy for managing
pain, for managing other symptoms such as fatiguded&pression, and for
function), changes in self-management behavior, @xercise, cognitive pain
management techniques, managing other symptong;lamges in health
status (i.e., pain, depression, and disability) ewnvestigating the correlation
between changes in self-efficacy, exercise, and, pla¢ researchers concluded
that changes in pain were associated more withgesaim self-efficacy than
with changes in exercise [5]. The researchersaiscluded that changes in
self-efficacy were not affected by changes in eseror the use of cognitive
pain management techniques. They also comparethleshication designed to
enhance self-efficacy with health education designancrease self-
management behavior, and found that health educdésigned to enhance self-
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efficacy resulted in larger improvements in paisadility, and depression
which were twice as great as the improvementstragutom health education
designed only to increase self-management behavior.

The CDSMP focuses only on whether or not the proggahanced self-
efficacy. The relationship between self-efficacyg ather outcome variables
was not studied, possibly because this had alreadg investigated in the
ASMP studies [12;16]. However one study investiddte extent to which
initial levels and 6-month changes in self-efficpegdict subsequent health care
utilization [17]. It was found that both baseliredfsefficacy and improvement in
self-efficacy were accompanied by reductions irfithezare utilization after one
year. In studies of the CDSMP, the only thing thas mentioned about the self-
efficacy theory was that “self-efficacy has beeaveihh a common pathway
through which psychosocial programs affect outcdr{j@g], p. 257; [17], p.
1219). Reference has been made to Bandura’'s “8el&ey: the exercise of
control” [1], but how this ‘pathway’ works, i.e. inoself-efficacy affects the
related outcomes, is not mentioned in the artidemreover, the order in which
the outcome measures are presented differs, ealthhstatus, health care
utilization, and perceived self-efficacy [16] aneblth status, health behavior,
self-efficacy, and health care utilization [12]n&e self-efficacy is thought to be
the working mechanism, it might be assumed thafitsie i.e. primary, outcome
measure would be self-efficacy. However, both gsidarried out by Lorig et
al. confirm that the CDSMP enhances self-effich@glth status and health care
utilization [12;16].

There seem to be some theoretical problems withrdetp the CDSMP.

First of all, the way the mechanisms are actuallsda on the self-efficacy
theory in the CDSMP was not studied extensively, thie concepts used were
explained only briefly. For example, self-efficasyconceptualized in a rather
general way, i.e. “confidence in one’s ability tamage different aspects of
one’s health functioning”. What these ‘differenpasts’ are, and what ‘health
functioning’ means is not explained. This mightatelto one of the
methodological problems mentioned in Chapter 1, the use of different
outcome variables in the different studies. Furtieee, it is not clear from the
studies carried out by Lorig et al. whether theeespecific behaviors for which
self-efficacy should be enhanced. It seems thaselfesfficacy theory was used
in a rather general way, based on the mere assumiptt enhanced self-
efficacy leads to better health outcomes. It mitgtegrefore, be questioned
whether self-efficacy is the only working mechanisnthe CDSMP.

To summarize, it seems that in addition to the l@mols that are encountered
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in deriving a general conclusion about the effesirss of the CDSMP, as
mentioned in Chapter 1, there are also theorgticddlems. The hypothesized
role of self-efficacy in the CDSMP, i.e. the retaiship between self-efficacy
and the other outcome variables, was not assdgsgdover, although the
effect of the CDSMP on various aspects of healkted quality of life was
studied, its effect on overall subjective well-liplmas not yet been studied.
Therefore, before implementing the CDSMP in thehlddainds, we need not
only to investigate its usefulness and effectivenbat also to obtain more
insight into the pathway(s) through which self-edity enhances the main
outcome measures, to answer the question of whistber are other working
mechanisms in addition to self-efficacy, and tcestigate whether the CDSMP
enhances overall well-being. For this we need arththat specifies other
mechanisms in addition to self-efficacy, and thsab gpecifies pathways
through which these mechanisms enhance overalbeellg. The theory of self-
management of well-being (SMW) seems suitableHisr purpose.

2.3 Theory of self-management of well-being (SMW)

The theory of SMW is based on a theory of succéssfeing which, in turn, is
based on the Social Production Function (SPF) yhextating to how people
realize and maintain well-being [18;19]. Accordioghe SPF theory, overall
well-being consists two dimensions: physical andaavell-being. Both
dimensions can be achieved through the attainnfegdals. For physical well-
being these goals are stimulation and comfort [1;22]. Stimulation refers to
activities that produce arousal, including mental aensory stimulation and
physical effort, and comfort refers to the absesfdhirst, hunger, pain, fatigue,
etc. For social well-being these goals are stdteisavioral confirmation, and
affection. Status refers to a feeling of being tbethan’ many others in the eyes
of relevant others and oneself. Behavioral confiromais defined as positive
feedback on behavior (the feeling of having dohe ‘ight thing”) by others
and oneself. Affection includes love, friendshigl @motional support, from
others and oneself.

The theory of SMW assumes that people do not oaddriexternal”
resources to achieve the dimensions of well-bezng; ( a friend for affection or
a comfortable house for comfort), but also “intétmesources, i.e. self-
management abilities, which enable them to managje éxternal resources
adequately. The theory of SMW explicitly specifé@s core self-management
abilities (SMASs) that are indirectly needed to asdei both the physical and the
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social dimensions of well-being and, in turn, olleseell-being. The six self-
management abilities argelf-efficacy belief§.e., feeling competent about
being able to ‘produce’ well-being); havingasitive frame of mind.e., a
positive perspective with regard to future resosiffce well-being)taking the
initiative (i.e., being agentic with regard to resources adddr the realization
of dimensions of well-being)nvestment behavidi.e. to provide reserves and
to obtain future resources); taking care afdtifunctionalityof resources and
activities in order to achieve different dimensiahsvell-being at the same
time; and achieving and maintainingarietyin resources (i.e., having more
than one resource or ability to achieve a spedifitension of well-being). The
self-management abilities are assumed to be ingerdkent and mutually
reinforcing. Note that in the SMW theory, self-efficy is especially related to
achieving the main dimensions of well-being, wherealf-efficacy in the
CDSMP is related to any behavior. Participanthen@DSMP can choose their
own goals, i.e., specific behavior, which they niiglant to improve. However,
it can not automatically be assumed y that theggpebple select will, indeed,
contribute to their well-being, because selectimg‘tight” goals, i.e., those that
will enhance well-being, is not part of the intamtien. Furthermore, the SMW
theory specifies how self-efficacy and the othdfrisanagement abilities
enhance overall well-being, namely through the enbment of dimensions of
physical and social well-being (Figure 2.2).

Dimensions of well-being® Comfort Stimulation Affection Behavioral @ Status
Self-management abilities\¥ confirmation

Self-efficacy beliefs
Positive frame of mind
Taking initiatives
Investment behavior
Multifunctionality
Variety

Figure 2.2 The matrix of self-management abilities and dimensions of wedj-{@krived
from Steverink, Lindenberg & Slaets, [19])

SMAs are undermined by losses that many peopleriexme with
increasing age. These losses concern several dewiginnctioning, and might
result in a decline in subjective well-being, adeehealth outcomes,
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disproportional health care utilization, or depr@s$22]. How well people
adapt to these losses depends on the availalfiliigth external resources and
SMAs. SMAs are important for the optimal managenuérthe external
resources, i.e., direct means to achieve the fiveisions of well-being, i.e., to
ensure that the external resources do not dedlinstay stable, or even
improve. Research shows that SMAs in general arst ofdhe individual
SMAs can be enhanced in (frail) older people inghert-term and partly in the
long-term by SMA interventions and well-being [22}2

Analyzing the content of the CDSMP based on therthef SMW suggests
that in addition to self-efficacy, the other al@g may also be enhanced by the
CDSMP. For instance: (a) Positive frame of minde ofithe cognitive
symptom-management techniques is “positive seiif-tat which participants
learn to change negative thoughts into positivesoReame of mind is also
influenced by social comparison. For example, sethat someone in the group
has more physical limitations than you have, cakenau feel better (b)
Taking initiatives: participants are encouragetiéroactive, to do the things
they want to do and can do. One important way irckvthis is done is by
making an action plan (c) Investment behaviorhaditle of the patient book
“Living a healthy life with chronic conditions” aady says, the core of the
CDSMP is trying to lead as normal a life as possibdespite a chronic disease
[14]. Participants are, for example, encouragdd\uest in health behavior such
as exercise and healthy eating (d) Multifunctiagain the CDSMP there is
emphasis on combining business with pleasure. ¥ample, when you walk for
exercise you can do this with a friend, so wallsegves two goals: a physical
and a social goal (e) Variety: participants areoenaged to search for multiple
ways to achieve their goals. In sum, the variou®ASkhight be enhanced by the
specific self-management behavior taught in the IBSThat the CDSMP
enhances self-efficacy has already been showrewiqars studies of the
CDSMP.

The self-management behavior taught in the CDSMihtalso act as a
direct mean to achieve the five dimensions of wellhRg. With regard to
exercise, for example, stimulation could resuledily from participating in the
program, comfort might be improved as a consequehdecreasing symptoms,
effective communication with family and friends rntdhave a positive influence
on the social well-being dimensions, being amotigiesufferers might
enhance affection, and participants might gairusthy the way in which they
deal with (certain aspects of) their chronic digeamsd can confirm each other’s
(self-management) behavior.
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Based on the above-mentioned theoretical considastand on the
available evidence with regard to the effectiveraedshe CDSMP, the following
three hypotheses are formulated (for older peojile @ne or more chronic
diseases in the Netherlands, compared to controls):

1. Participation in the CDSMP will increase self-effty, self-management
behavior, and health status, in the short termimioe longer term.

2. The CDSMP will increase self-management abilitied @well-being in the
short term and in the longer term.

3. Participation in the CDSMP will decrease healtreaatilization in the
longer term.

As mentioned in Chapter 1, most of the studie®@f@DSMP provide very

little information about the patients who refusedtjgipation. However, based

on self-management intervention studies it mighas®imed that the

participants were a specific selection of an ineehsample. Therefore, a fourth

hypothesis is formulated:

4. The actual participants in our study on the effetthe CDSMP, i.e.,

people who agreed to participate, are a specilecten of the intended
sample.

In Chapter 4, 5, 6 and 7 these hypotheses wilhiy@recally tested. First of all,

Chapter 3 describes the design of the study, timpleaand all the
measurements.
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3.1 Introduction

This chapter describes the methods used in thesstueborted in this thesis.
First of all, the sample size, the recruitmenttstyg, the enrollment process, and
the characteristics of the participants are desdrifbhis is followed by an
overview of the measurements and the questionnihiatsvere used.
Subsequently, information is given about the ireation and the leaders, and
the analyses are discussed.

3.2 Patients

3.2.1 Sample size

We originally aimed to include 200 participantsQI whom could be
randomized to the intervention group, and 100 éodbntrol group. We allowed
for 20-30% drop-out, so that 150 of the 200 wowthplete the study, with 75
patients in the intervention group and 75 in thetiad group. This group size of
75 was based on the following power analysis fongleted cases. The aim was
to have a standardized effect of approximately ® power of 80%, and an=
0.05 (one-tailed). These were reasonable paranfetettss kind of research,
and they jointly yielded a group size of 75 pateanteach group.

3.2.2 Recruitment

In the period between May 2003 and May 2004 patiesmtre recruited on four
wards of the Internal Medicine outpatient clinidfa University Medical
Center Groningen, through announcements in theanadd various patient
association magazines. The eligibility criteria &eage 59 or older; angina
pectoris or heart failure, COPD or asthma, or drshior diabetes; ability to
communicate adequately in the Dutch language; expang problems in
coping with the disease; ability to attend a sibelweourse. Patients with a life-
expectancy of less than one year, or currentlyditg a disease-specific self-
management program, or participating in anothatystar who were permanent
residents of a nursing home were excluded fronsthey. Patients with other
diseases, in addition to the above-mentioned doesxample hypertension,
were also eligible for participation.

On the day before the consultations with a physiarare planned, all
medical files of patients with an appointment waeeeened to identify patients
who met the above-mentioned criteria. If a patieas eligible, a green leaflet
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was placed in the file, so that during the consioltathe physician would see
the leaflet indicating that the patient was eligifdr the study. After the
consultation, the physician asked the patienfifd$iad enough time to answer
a few questions concerning a study investigatiegrtHuence of a chronic
disease on daily life. If a patient agreed, thesdign informed the medical
secretary, who informed the primary researcher, (Henrike Elzen).
Subsequently the patient was invited to have at slomversation with the
primary researcher, during which the researcheat ttee Groningen Frailty
Indicator (GFI) to collect data on several domah&inctioning [1;2]. The GFlI
IS a short, easy-to-administer 15-item screenisgyument to assess level of
frailty, which will be described in more detail tMeasurement section. At the
end of this conversation the patients who wereséal eligible at this stage
were invited to participate in a study investiggtthe effects of Lorig et al.’s
Chronic Disease Self-Management Program (CDSMP)laer people with one
or more chronic diseases in the Netherlands. Ratwmo agreed to participate
were told that they should keep in mind that theyidd be randomly assigned to
an intervention group or a control group.

Of the 616 patients who were eligible for parti¢cipa based on their
medical file, 124 (20.1%) were not further assesbedause the physician did
not consider the patient to be eligible for thedgfwor the patient had no time, or
the patient did not keep the appointment (Figuig¢. f the 492 patients who
were screened, 217 were recruited through the Ratlogy ward (44.1%),

147 through the Endocrinology ward (29.9%), 12btigh the Lung Disease
ward (24.6%), and 7 through the General InternalliMee ward (1.4%). Of
these patients, 131 (26.6%) had not been invitgxhttcipate during the initial
conversation, mainly because the patient’s (n=pb@¥ical condition seemed to
be either too bad or too good. This assessmenbased on the patient’s self-
rated score for their health status, the answenxsdhve to other questions on
the GFI (indicating that they did not experiencg problems in daily life), or
the fact that the patient appeared to be very we#ker reasons were: cognitive
impairment (n=8); impaired vision or hearing (n=p&rsonality characteristics,
such as being too talkative, because of which #tiemt was not considered to
be suitable for participation in a group (n=5)jdiy in a nursing home (n=3);
inability to communicate adequately in Dutch (n=&Jmission to a hospital or
rehabilitation center (n=5); participating in anatistudy (n=2); or recently
discharged from a psychiatric hospital (n=1).
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Eligible on the base of medical record
n=616 (H

( No GFI-screening:

v L n =124 (H)
Screened with GFI:
n =492 (H)
Excluded n =398 (H)
- Not invited n =131 (H)
! - Refused participation  n =267 (H)

Included:
n =94 (H)
n =65 (0)
n =159

Drop-out after sending fir% ( Drop-out because
questionnaire: of second toughts:
n=13 J ¥ _ L n=2
Total randomized

n =144

Intervention group Control group
Baseline Baseline
n=70 n=74

Drop-out: Drop-out:
=7 - \ 4 v n=_¢
Intervention group Control group
Postmeasurement 1 Postmeasurement 1
n =68 n =68
Drop-out: Drop-out:
n=1 A 4 A 4 n==¢
Intervention group Control group
Post-measurement 2 Post-measurement
n=67 n=62

-

Figure 3.1 Enrolment procedure (H = hospital and O = other ways of recruitment)
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Of the 361 patients who were invited, 267 refusadigpation (74.0%), and
80% gave their reasons for non-participation (n32I8e main reasons were:
no time to attend a six-week course (19.3%), loagdl distance to course
location (19.3%), transportation problems (12.486)need to attend a course
(10.1%), participation in a course would be toerstious (7.8%; see also
Chapter 7 for characteristics of the refusers).

Patients who agreed to participate, were givem#ommmation brochure and
an informed consent form to take home. The prinmargstigator then contacted
them by telephone two days later, allowing themesdime for consideration. If
they were still willing to participate, they werskad to sign the informed
consent form and send it back. In this way, a wt&4 patients were recruited
for the study.

Due to the low response rate in the wards of thpatient clinic, other
methods were used to recruit additional patiergsely announcements in local
and national newspapers, announcements via lodat@mnal radio stations,
an announcement in a Dutch health insurance compaggzine, leaflets
distributed to all residential care homes in thg of Groningen, announcements
in patient association magazines and meetings (Ciiabetes Association, and
the regional branches of the Arthritis Associatonl the Asthma Association).
In this way, another 65 patients were recruited (&able 3.1).

Each time about twenty-five patients returned thidormed consent forms,
a baseline questionnaire was sent to these pathsiteés they had returned this
guestionnaire, these twenty-five participants warglomized: within each
diagnostic group participants were assigned etthére intervention or the
control group. After three randomization momeritappeared that the control
group was bigger than the intervention group, sarder to eliminate this
difference it was decided to randomize people @wifirobability of 2/3 to the
fourth and fifth intervention group. The sixth gpowas randomized in the order
in which the questionnaires were returned, i.efitgeeight were assigned to
the intervention group. The sixth group also cordifour people from the first
control group but these four people were excludenhfthe analyses of the sixth
group. In this way, six consecutive blocks of apprately twenty-five people
with various diseases were formed during the inctuperiod, half of whom
where in the intervention group and half in thetomirgroup. The intervention
group participated in the CDSMP and the controugrceceived care-as-usual.
After the last measurement, the control group viss @ffered the patient
information book that was used in the intervention.
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Table 3.1 Other methods of recruitment, and the number of people recruited per method

Time period  Method of recruitment N

November ‘03 Distribution of flyers during a regional Asthma-manifestation in 1
Groningen

January ‘04 Interview for a column in “Het Parool” (Dutch national newspaper) 0O
Interview in “Dagblad van het Noorden” (Dutch regional newspaper 0
Interview in “De Ochtenden” (program on the national radio) 0
Interview in “Friesch Dagblad” (Dutch regional newspaper) 0
Telephone interview on radio Delfzicht (local radio station) 0
Announcement in a regional magazine of the Dutch Arthritis Associ 8 n

March ‘04 Telephone interview on radio Veendam (local radio station) 0
Presentation at a regional meeting of the Dutch Arthritis Associatior 0
Interview in “Trouw” (Dutch national newspaper) 5

Announcement in the national magazine of a Dutch health insuranc 0
company (“Health”)

April ‘04 Interview on radio “Noord” (regional radio station) 12
Presentation at a regional meeting of the Dutch Asthma Associatior 4

May ‘04 Announcement in the national magazine of the Dutch Diabetes 16
Association 5
Distribution of flyers in local residential care homes

September ‘04 Poster at a local rehabilitation sports center 3

Presentation at a regional meeting of the Dutch Diabetes Associatic 4
October ‘04 Presentation at a regional meeting of the Dutch Asthma Patients = 5

Association

Announcement in the national magazine of the Dutch Heart Diseas: 2

Association

Letters to regional contact persons for the Dutch Heart Foundation = 0

Total 65

A total of 159 patients were included in the stuliffer giving informed
consent two patients dropped out because theydwmhd thoughts, and another
13 dropped out after receiving the baseline questoe (without completing
it), mainly for physical reasons.

Eight patients did not complete the first postHmgmtion questionnaire.
Two patients withdrew from the study after randaatian: a couple that had
been assigned to the intervention group, but tlsbdmd had subsequently
suffered a heart attack. Six patients in the cogi@up did not return the first
post-intervention questionnaire: one patient had done wrote to say that the
study did not meet her expectations, and four gavgpecific reason. Five of
the drop-outs had diabetes, two had arthritis,arelhad a lung disease. The
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eight drop-outs did not differ significantly frore other participants at
baseline.

Seven patients (six in the control group and orteenintervention group)
did not complete the second post-intervention goesaire (T2). Of the six
drop-outs in the control group, one had developkda tumor and was unable
to complete the questionnaire, one had died, amddatients gave no specific
reason. One patient in the intervention group adidcomplete the questionnaire
because she no longer thought it was of any usth&3é seven drop-outs, four
had diabetes, two had a lung disease, and one aaradiseas€ompared to
the patients who completed the second post-intéorequestionnaire, the drop-
outs returned their questionnaire significanthetadt T1 (Z=-3.269, p=.001) and
had a significantly lower score for the physicaldtioning component of the
RAND-36 (Z=-2.546, p=.011). The drop-outs also hasignificantly lower
score for exercise (Z=-2.695, p=.007), but a sigaiftly higher score for
cognitive symptom-management (Z=-2.138, p=.033afirst post-
intervention measurement.

Table 3.2 presents the characteristics of theqyaaints. Of the 144 patients
who were randomized, 48.6% (n=70) were assigndéaetmtervention group
and 51.4% (n =74) to the control group. No diffeesbetween the groups were
found at baseline with regard to any patient chtarestics or measurement
scales, confirming the random allocation to themvntion.

3.3 Measurements

Data were collected through self-administered goesaires that were mailed
to the patients three weeks before the progrartestéf0), immediately after
the program had finished (T1, six weeks after asgland six months after the
end of a course (T2). The patients had one to thesks to complete and return
the questionnaire. A research assistant, who wawsane of the patient’s
randomization status, checked the returned questioes for completeness. If
guestions or pages were missing, either a copyseaisto the patient with a
request for completion of the questionnaire, orgagent was interviewed by
telephone. Although they returned the questionndieppeared that two
patients had not been able to complete the questianby themselves,
probably due to a low education level, so they wezlped by a research
assistant who visited them at home.

The baseline questionnaire was returned withirgwarage, 11.4 days
(range 2-60). Patients in the intervention grouprreed their questionnaire
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significantly faster at baseline than patientshim ¢ontrol group (average 8.8
days and 14.0 days, respectively; t=-2.967, p=.0D4¢ first post-intervention
guestionnaire was also returned within, on averafje, days (range 2-48), and
again the patients in the intervention group regdrtineir questionnaire
significantly faster than the patients in the cohgroup (average 9.3 days and
13.4 days, respectively; t=-2.531, p=.013). Thédagstionnaire (T2) was
returned later than the first two questionnair@snaly after, on average, 14.9
days (range 2-162). No significant difference wasd between the
intervention group and the control group.

Table 3.2 Patient characteristics

Characteristics Intervention Control P-value
group group

N 70 74

Mean age (SD) 68.5 68.5 .978
Range 59-84 59-87

Gender .935
Male (%) 37.1 36.5

Partner (%) 67.1 56.8 498

Disease 496
Diabetes (%) 35.7 324
Lung disease (%) 314 23.0
Arthritis (%) 28.6 37.8
Heart disease (%) 4.3 6.8

Recruitment 071
Hospital (%) 48.6 63.5
Other (%) 51.4 36.5

3.3.1 Measures

Demographic variablesThe demographic data included date of birth, gende
marital status and primary chronic condition.

Self-efficacyWhen we started collecting the data, it was uagewhich of the
Lorig et al. self-efficacy scales for the CDSMP Wbhbe the most appropriate,
because different scales had been used in stuidiies €DSMP. In the first
studies behavior-specific self-efficacy questionemiwere used, as described in
Lorig et al.’s “Outcome measures for health edwratind other health care
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interventions” [3]. An example of an item on thegeestionnaires is “How
confident are you that you can do an aerobic exemiich as walking,
swimming, or cycling three or four times each weédk@ orig et al.’s “Sample
guestionnaire for the chronic disease self-managepregram”, however, the
guestions concerning self-efficacy are less bemapecific. For example “How
confident are you that you can do things other jhantaking medication to
reduce the effects of your illness on your evenjda®” In personal
correspondence, Kate Lorig explained why this offedfrefficacy scale was
introduced: “the SE scale was revised to reflegtizblief that one could do
some behavior to lessen the major symptom groups-sthine frame of the
new scale—since it is not clear that any specifltaveor is related to any
specific outcome, we decided that in the spirgse&f-management we would not
specify behavior but let people self-tailor. Whag are really asking is can you
do something.” Moreover, at the start of our sttitgre was no available
psychometric data on the more general questionnBEnerefore, we decided to
use a more general self-efficacy questionnairehthatalso been validated in the
Netherlands, namely the General Self-Efficacy SEABES-16; [4]). The
GSES-16 measures general expectations of selaejfidn example of an item
is “When | make plans, | will execute them sucoalggt This instrument
consists of 16 questions € .81), scored on a 5-point Likert scale on the
dimension agree/disagree, a higher score indicatimgher level of self-
efficacy.

Self-management abilities (SMAgelf-management abilities were measured
with the Self-Management Ability Scale (SMAS-30})[5his is a self-report
guestionnaire for measuring SMA in older peoplendiasures SMA as an
overall concept of abilities systematically linkieddimensions of well-being, as
described in the theory of self-management of weikg (SMW) and
Lindenberg’s Social Production Function (SPF) thd6ér7]. The SMAS-30
consists of six sub-scales (the six self-manageumtahties), with five items for
every sub-scalex(= .89). Some sub-scales are scored on a 5-pdiattlscale,
and some on a 6-point Likert scale. An examplenatem in the sub-scale
“taking initiative”, that is related to affection:i“How often do you take the
initiative to get in touch with people who are deayou?” An item in the sub-
scale “variety”, which is related to stimulatios; fHow many hobbies or
activities do you have on a regular basis?” Howgiheving a positive frame of
mind” is an ability that is not directly related $pecific dimensions of well-
being, because it is considered to be a more dgermgaitive frame.
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All sub-scale scores are transformed to a 100-zwiale, with the sum of the
items of the sub-scales as the sub-scale scortharaverage of the six sub-
scales as the total SMA score. The higher the stweehigher the SMA.
Cronbach’s alpha of the overall scale was .89, lmtdeen .65 and .83 for the
sub-scales.

Self-management behavi@ince there were no official Dutch equivalentshaf
Lorig et al. measures with regard to self-managernehavior, i.e., frequency
of exercise, cognitive symptom-management, and aamgation with a
physician, we decided to use the Lorig et al. s;akghtly adapted for cultural
differences [3]. The frequency of four differenp&s of exercise was measured
(walking, swimming, cycling and other types of eise), with a translated and
adapted version of the Lorig et al. “physical atieg” [3]. We did not include
the questions about frequency of ‘stretching anehgtthening exercises’,
‘aerobic exercise with equipment (such as a staster, a health rider, etc.)’,
and ‘other aerobic exercise’ because we assumeduhalder respondents
would not be familiar with these exercises. Thefency of exercise refers to
the number of minutes spent on exercise each week.

Cognitive symptom-management was measured withnslated and
adapted version of the Lorig et al. “Coping witlmptoms” [3]. The adaptation
concerns two statements: ‘try to feel distant ftbin discomfort and pretend that
it is not part of your body’ and ‘don’t think of s discomfort but as some other
sensation, such as a warm, numb feeling’. Theseytvestions were left out,
because it was assumed that our respondents woulcane been familiar with
these techniques. The adapted scale consistseotéms ¢ = .71), asking
whether participants, when feeling depressed oemaipcing pain or other
symptoms, used techniques such as distractionthimgaexercises, guided
imagery, progressive muscle relaxation, or posiinveking. This is scored on a
6-point Likert scale on the dimension never/alwaykigher score indicating
more use of cognitive symptom-management technidi@egnitive symptom-
management was only measured at the post-inteovemteasurement moments,
because it was assumed that these questions walyltd@ understood after the
patients had heard about this subject during thieseo

Communication with a physician was measured willutch translation of
the Lorig et al. “Communication with a physician]:[3he scale contains three
items, asking whether participants, when visitinghgsician, prepare a list with
guestions to ask their doctor, ask questions aiwngs they want to know and
things they do not understand about the treatnaewlt discuss any personal
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problems that may be related to the illness. Th&cored on a 6-point Likert
scale on the dimension never/always. The scoteeigiean of the three items.
Cronbach’s alpha was .65, a higher score indicdi@tter communication with
a physician.

Well-being.In this study, overall well-being was measuredri®ans of both
positive and negative indicators. The 15-item \@rsf the SPF-Index Level
Scale (SPF-IL) was used to measure overall wetidpf8]. The SPF-IL is a
multidimensional instrument that measures five disnens of well-being
(affection, behavioral confirmation, status, corhfand stimulation). The short
version consists of 15 items, with three positieenis per goal. An example of a
guestion about affection is: “Do people pay atmmto you?” Scoring is on a 4-
point Likert scale on the dimension always/nevatth the sum of the items of
the sub-scales as the sub-scale score and theceuendd all sub-scales as the
total score. A higher score implies greater welheCronbach’s alpha of the
overall scale was .80, and between .68 and .8thésub-scales.

Depression was measured with the 10-Item GeriBjgression Scale
(GDS-10; [9]). The GDS-10 consists of ten itemsialtare scored either yes or
no. For seven of the questions the answer “yesggjavpositive score indicating
depression; in the remaining three the answer Stotes positively. An
example of a question is: “Do you have the feetlrag your life is empty?” The
scores are summed to give a total of 0-10, theenitte score, the greater the
depression. Cronbach’s alpha of the scale was .76.

Positive and negative affect were measured withoat ¥ersion of the
Positive and Negative Affect Schedule (PANAS; [1Q)1This version consists
of 5 positive and 5 negative adjectives, scored &rpoint Likert scale on the
dimension not at all/'very much. An example of agfio& with regard to
positive affect is “How often do you feel inspirépd@n example of negative
affect is “How often do you feel nervous?” The heglthe score of the sub-
scale, the higher the positive or negative affaaeliability analysis showed
that the internal consistency of the positive dftmale was rather love€.63).
Leaving out the item “feeling excited”, becauskas an ambiguous meaning in
Dutch, increased the reliabilitg£.70). Therefore, we used the four-item
version of the positive affect scale. Cronbachihalfor the negative affect
scale was .88.

Health statusHealth status was measured with the RAND 36-iteraltid
Survey [12]. This scale consists of 36 questiors@vers eight domains
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(physical functioning; social functioning; role fttron (physical problems); role
function (emotional problems); mental health; viyalpain; and general health
perception). In order to reduce the number ofstatll comparisons, and
therefore the inflation of the probability of typerror due to multiple testing,
we used only the physical and mental component amnstales of the Dutch
version of the RAND 36-item Health Survey [12;1Bhe physical component is
a composite of the sub-scales for physical funatigrrole limitations (physical
problems), bodily pain, and general health. Thermdl consistency of this
overall scale waga=.77. The mental component is a composite of thessales
for vitality, social functioning, role limitation@&motional problems), and mental
health. Cronbach’s alpha of the overall mentaleseal72. The higher the score
for both scales, the better the physical and mémalth condition. Health status
was measured at all three measurement moments.

Frailty. The Groningen Frailty Indicator (GFI) was usedneasure frailty on
both physical and psychosocial domains [1;2]. Th¢ & a short, easy-to-
administer 15-item screening instrument to assassd bf frailty KR-20=.62).
The GFl relates to four domains of functioning: gicgl (mobility, physical
fitness, vision, hearing, nourishment, and morfg)ditognitive (memory), social
(emotional isolation), and psychosocial (depressedd and feelings of
anxiety). Every item is scored either O (no proldgor 1 (problems), and the
scores are then summed. The sum scores range f(oat fail) to 15 (very
frail).

Health care utilizationTo measure health care utilization we used thegletr
al. “Medical Care” [3], supplemented with questidrean Bos et al. [14]. The
Lorig et al. questionnaire asks how many timefegrevious six months a
person has visited one or more physicians, andrtergency department of a
hospital. It also asks about hospital admissiod,duration of hospitalization.
Based on Bos et al., the patients were asked haw tiraes in the previous six
months they had visited a general practitioner (@Pyedical specialist, a
physical therapist, or a social worker, and how yrtames in the previous six
months they had made use of home care or unpaithtedrs. They were also
asked if they had been admitted to any other uigiit, apart from a hospital
(i.e., a nursing home, a rehabilitation centersychiatric hospital, or other
institution), and how many days they had stayetkethe
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3.4 Intervention

The Chronic Disease Self-Management Program (CDSB#Reloped by Lorig
et al., consists of six weekly sessions, each avilaration of 2%2 hours.
Appendix 1 gives an overview of the content of esession. The program is led
by two leaders who adhere to a detailed manual [2%iing the first session the
participants receive “Living a Healthy Life with @mic Conditions”, a patient
book that is used during the course and can alssée by the patients as a
reference book [16]. The program includes: adoptibexercise programs; use
of cognitive symptom-management techniques, suguiged relaxation and
distraction; nutritional change; fatigue and sleggmagement; use of medication
and community resources; managing the emotionsasf inger and depression,;
training in communication with health professionah&l others; health-related
problem-solving; and decision-making. The progranorporates strategies that
are known to enhance a sense of personal effid@®se include guided
mastery of skills through weekly action-planningldeedback of progress,
modeling of self-management behavior and probleiwirgp strategies by
participants for one another, social persuasioouiin group support and
guidance for individual self-management effortsinterpretation of symptoms
by giving many possible causes for each symptomedisas several different
management techniques, group problem-solving, raigidual decision-

making [17].

In the study reported in this thesis, there werd 3 @articipants aged 59
years and older with mixed diagnoses in each caynmgp. The participants
received a Dutch translation of “Living a Healthye .with Chronic Conditions”
(second edition). Some minor adjustments had beetenm this book, mainly
based on cultural considerations. Chapter 12 (Mpikour wishes known:
advance directives for health care) was adaptedsbywas made of information
from the website of “Right to Die-NL” (NVVE in Duly. In Chapter 13
(Healthy eating) the food guides were left out,suse the units used in the
guides differ from Dutch units. In Chapter 14 (Mzation) the information
about buying medication without a prescription \dsout, because in the
Netherlands this is very unusual. In consultatiatih\a rheumatologist, Chapter
17 (Understanding Arthritis) was adapted, excepthe part on “management
of chronic arthritis”. A distinction was made betwmearthritis and rheumatoid
arthritis, and the detailed information about matdan was left out. Finally,
Chapter 19 (Planning for the future: fears andtygalas adapted to the Dutch
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situation, especially the parts about finding d¢artne home and outside the
home. The part “will | have enough money to payrfor care” was left out.

In the course manual only a few adjustments wermem@rom the second
group onwards, during the introduction to sessio®, ave also asked the
participants to tell something funny or special@ttbemselves. We did this
because we noticed in the first group that wherptrécipants only talked
about their disease and disease-related problemstmosphere became
charged with emotion. Also in the first group weioed that the participants did
not make a copy of the action plan for themselves,they did not write it
down and so they forgot to stick to it. Therefa@pied the action plan every
week for every participant. In the third sessiawe imore minutes were spent on
the topic ‘advance directives’ and five minuteslesn healthy eating. From the
fourth session onwards the action plan was deétt atithe end and not, as the
manual prescribes, at the beginning of the sesbexguse in the first three
sessions the action plans were also formulatdueagnd of the session.

The CDSMP was given the Dutch name “GRIP op lijfearen”, which can
be translated as “Grip on your body and your liféRIP is an acronym for
Groningen Intervention Program, a program that comgses several
interventions and studies, in all different forma&# interventions are either
called “Grip op het leven” or have a similar tidentaining the word GRIP.

3.5 Leaders

For practical reasons, and because a study perdoosneorig et al. showed that
there are hardly any differences between lay-taagttprofessional-taught
courses, all courses were had at least one profeddeader [18]. Each course
had two leaders who followed a detailed CDSMP mbfird. In our study, all
courses were led by the primary investigator (H#jo is an MA psychologist
and trained as a CDSMP Master Trainer at Stanfongdysity (27 hours), and a
peer leader or other Master Trainer (psycholo§kD).

The first course group had two Master Trainerse&hgroups were led with
peer leader A, and two with peer leader B (who &las a psychologist in
training). All the leaders were women, three of whioad one or more chronic
diseases themselves, and one had a significantwitiechronic diseases.
Three of the leaders were younger than the paaints ranging in age from 30-
50 years. Peer leader B, however, was 62 at theedirthe study. In accordance
with the study, both peer leaders A and B had veckindividual training for at
least 20 hours based on the Master Trainer maAithbugh peer leader A had
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amply experience in teaching groups, she did ne¢ lkexperience in adhering to
a detailed manual. Peer leader B was inexperiewtbdegard to both aspects.
During the study it became clear that it was imgatrthat the peer leaders had
already accepted their own disease(s). Otherwese ik a chance that a leader
takes on a participant role instead of teachindnaggened to leader B during
the first session. For example, she participateddiscussion instead of leading
it, and she added her own experiences to the ibom contained in the
lectures.

In most other published studies of the CDSMP, \igtg information is
given about the leaders. Often, it is only stated there were two lay leaders in
the program, one or both of whom were sufferingrfia chronic condition
themselves [19-21]. Some studies reported thdetwers received 20 hours of
training, or stated how many of the leaders wesdthgrofessionals [19;22-24].
No other characteristics of these leaders are omedi, such as gender or age.
However, in their study, Lorig et al. reported ttiedir 87 leaders ranged in age
from 21-80 years, and that 82% of them were 40syefage and over.

3.6 Analyses

Specific analyses are described in each chaptaratety. In generat;tests,
Chi-square tests, and Mann-Whitney tests were padd to compare the
demographic characteristics and the baseline saothe intervention group
and the control group. Between-group analyses wrcance (ANCOVA) were
performed to compare the intervention group wieihnd¢bntrol group. Treatment
group (intervention/control) was used as the inddpat variable. Baseline
score and gender were used as covariates, and (Ald)kwvas used as a factor.
Correlations of the baseline scores and both pstviention measurement
scores for the various outcome variables ranged f&1 to .83Because we

also wanted to control for the severity of the d&® baseline physical
functioning and type of disease were both usesdasa variables. Since only a
few people had a heart disease (n=8), and a hisags in this older population
is often due to diabetes, heart condition was coetbwith diabetes. Thus, type
of disease was represented by two dummy variabhesfor arthritis and one for
lung disease. Preliminary checks were made to erikat there was no
violation of the assumptions of normality, linegyihomogeneity of variances,
homogeneity of regression slopes, or reliable nreasent of the covariates. In
view of the directionality of the research hypottgs.e.,. the results for the
experimental group were expected to be betterfibrathe control group, one-
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tailed tests were performetlhe level of significance was=0.05. The analyses
were performed in SPSS 12.0.2 [25].

56 Chapter 3



3.7

10

11

References

Schuurmans H, Steverink N, Lindenberg S, Frigsij Slaets JPJ. Old
or frail: what tells us more? J Gerontol 2004; 5362-5.

Steverink N, Slaets JPJ, Schuurmans H, Van LiMbasuring frailty:
developing and testing the GFI (Groningen Fraitigiitator).
Gerontologist 2001; 41:236-7.

Lorig K, Stewart A, Ritter P, Gonzalez VM, Laatd®, Lynch J.
Outcome measures for health education and othéhlezae
interventions. Thousand Oaks, CA, US: Sage Pubicstinc., 1996:
CA, US.

Bosscher RJ, Smit JH. Confirmatory factor analgéthe General Self-
Efficacy Scale. Behav Res Ther 1998; 36:339-43.

Schuurmans H, Steverink N, Frieswijk N, Buunk BRiets JPJ,
Lindenberg S. How to measure self-managementiabiiih older people
by self-report. The development of the SMAS-30. IQuife Res 2005;
14:2215-28.

Steverink N, Lindenberg S, Slaets JPJ. How tetstand and improve
older people's self-management of wellbeing. EAgding 2005; 2:235-
44.

Lindenberg S. Continuities in the theory of sbproduction functions.
In: Ganzeboom H, Lindenberg S, eds. Verklarendekmge: Opstellen
voor Reinhard Wippler. Amsterdam: Thesis PublishE®96: 169-84.

Nieboer A, Lindenberg S, Boomsma A, Van Bruggén Dimensions of
well-being and their measurement: the SPF-IL S&be.Indic Res 2005;
73:313-53.

Almeida OP, Almeida SA. Short versions of thaeagec depression
scale: a study of their validity for the diagnosisa major depressive
episode according to ICD-10 and DSM-1V. Int J Gerigsychiatry 1999;
14:858-65.

Mackinnon A, Jorm AF, Christensen AJ, Korten, A&comb PA,
Rodgers B. A short form of the Positive and Negathifect Schedule:
evaluation of factorial validity and invariance @&s demographic
variables in a community sample. Pers Indiv DifféB9; 27:405-16.

Watson D, Clark A, Tellegen A. Development aatidation of brief
measures of Positive and Negative Affect: The PANBEEles. J Pers Soc
Psychol 1988; 54:1063-70.

Methods 57



12

13

14

15

16

17

18

19

20

21

58

Van der Zee Kl, Sanderman R. Het meten vargdgrene
gezondheidstoestand met de RAND-36. Een handle{tfiegisuring
general health status with the RAND-36. A manuatpningen: Northern
Center for Health Care Research, University of Grgan, 1993.

Ware Jr JE, Kosinski M, Keller SD. SF-36 phgkend mental health
summary scales: A user's manual. 2nd-revised EostoB,
Massachusetts: The Health Institute, New Englandiééé Center, 1994.

Van den Bos GAM, Mohrs J, Habbema JDF, Vanuias PJ, Verhey
JGC, Wendte JF, et al. Chronische aandoeningepbélibevendheid en
zorggebruik (Chronic diseases, infirmity, and aétion of care).
Amsterdam: Instituut voor Sociale Geneeskunde, éhsiteit van
Amsterdam, 1986.

Lorig K, Gonzalez VM, Laurent D. The ChronicsBase Self-
Management workshop leader's manual. Stanford St#nford Patient
Education Center, Stanford University, 1999.

Lorig K, Holman H, Sobel D, Laurent D, Gonz&l&zaMinor M. Living a
healthy life with chronic conditions: self-managernef heart disease,
arthritis, stroke, diabetes, asthma, bronchitigyleysema & others."2ed.
Palo Alto (CA): Bull Publishing Company, 2000.

Lorig K, Gonzalez V, Laurent D. The chronicedise self-management
course leader's manual. Stanford (CA): Stanford/éhsity, 1997.

Lorig K, Feigenbaum P, Regan C, Ung E, ChaftainHolman HR. A
comparison of lay-taught and professional-taugthirais self-
management courses. J Rheumatol 1986; 13:763-7.

Fu D, Fu H, McGowan P, Shen YE, Zhu L, YandWdo J, Zhu S, Ding
Y, Wei Z. Implementation and quantitative evaluataf chronic disease
self-management programme in Shanghai, China: raizéal controlled
trial. Bull World Health Organ 2003; 81:174-82.

Lorig K, Ritter PL, Plant K. A disease-spec#lf-help program
compared with a generalized chronic disease sifgregram for
arthritis patients. Arthritis Rheum 2005.

Lorig KR, Sobel D, Stewart A, Brown B-WJ, Banad, Ritter P,
Gonzalez VM, Laurent DD, Holman HR. Evidence sugiggshat a
chronic disease self-management program can imgreakh status while
reducing hospitalization: a randomized trial. Meat€€1999; 37:5-14.

Chapter 3



22

23

24

25

Lorig KR, Ritter P, Stewart AL, Sobel DS, BroBKVJ, Bandura A,
Gonzélez V, Laurent DD, Holman HR. Chronic disesel& management
program: 2-year health status and health careaiiitin outcomes. Med
Care 2001; 39:1217-23.

Lorig KR, Ritter PL, Gonzalez VM. Hispanic chro disease self-
management: a randomized community-based outcoaheNurs Res
2003; 52:361-9.

Lorig KR, Sobel DS, Ritter PL, Laurent D, HolMsEffect of a self-
management program on patients with chronic diséd$€lin Pract
2001; 4:256-62.

SPSS (version 12.0.1) [Computer software]. &jo¢ SPSS Inc., 2004.

Methods 59



60

Chapter 3



A

Evaluation of the Chronic Disease Self-Management
Program (CDSMP) among chronically ill older people in
the Netherlands. A randomized controlled clinical trial

H. Elzen, J.P.J. Slaets, T.A.B. Snijders, N. Staker

Submitted

61



Abstract

Background and Aims

Many chronically ill older patients in the Nethertls have a combination of
more than one chronic disease. There is therefoeed for self-management
programs that address general management prohiatine; than the problems
related to a specific disease. The Chronic Dis&ateManagement Program
(CDSMP) seems to be very suitable for this purpbysevaluations of the
CDSMP that have been carried out in the UnitedeStahd China, positive
effects were found on self-management behaviohaadth status. However, the
CDSMP has not yet been evaluated in the Netherl8idsefore, the aim of

this study was to evaluate the short-term and Iotegen effects of the CDSMP
among chronically ill older people in the Nethedan

Methods

One hundred and thirty-nine people aged 59 or pidigh a lung disease, a heart
disease, diabetes, or arthritis were randomly assli¢o an intervention group
(CDSMP) or a control group (care-as-usual). Weeotdld demographic data
and data on self-efficacy, self-management behandrhealth status at three
measurement moments (baseline, after 6 weeks,fardanonths).

Results

The patients who participated in the program weny enthusiastic about the
intervention, and there were very few drop-outswieeer, our study did not
yield any evidence for the effectiveness of the PN self-efficacy, self-
management behavior, or health status of oldeemigtin the Netherlands.

Conclusions

The patients who participated in the program weny enthusiastic about the
intervention, and only one dropped out. However,study did not yield any
evidence for the effectiveness of the CDSMP oneféitacy, self-management
behavior, or health status of older patients inNlé&erlands.
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4.1 Introduction

It may be questioned whether the current Dutch oadiare systemwith its
main focus on acute care and cure, is sufficiamtbponsive to chronically ill
patients who often will have no hope of recovery, litave to cope with an
incurable long-term disease. As in other Westeamesies, the number of
chronically ill older people in the Netherlandsnsreasing. Older people are
often not only confronted with a chronic diseasé,dlso with comorbidity [1].
The impact of chronic conditions on health is sabsal, it varies according to
condition, and it usually affects all aspects afdiioning and well-being [2-8].
Chronic diseases may lead to disabilities, whighltave a negative effect on
the ability of older people to care for themself&s

This increase in the number of older people wittonlt conditions implies
a need for new means of delivering care, and taggtatients self-management
behavior to cope with their disease could be amefd in these new means.
However, because many older patients have a cotidnnaf more than one
chronic disease, there is a need for self-managepnegrams that focus less on
the problems related to one specific disease, ard on general management
problems that are the same for patients with diffechronic conditions, such as
fatigue, pain, anxiety, etc. One program that mawedse criteria is the Chronic
Disease Self-Management Program (CDSMP), whichdeasloped by Lorig
and co-workers at Stanford University in America.dur knowledge, it is the
only self-management program that for (older) peagth more than one
chronic disease. The CDSMP has been evaluatee idnited States and in
China, and has been found to be effective in maimig.and improving self-
management behavior and health status, althougtomststently so in all
studies [10-13]. However, there is no standard omeasent of outcome
variables such aself-efficacy and health status. The CDSMP hag/ebbeen
evaluated in the Netherlands.

The aim of the present study was to evaluate thd-s&rm and longer-term
effects of the CDSMP among chronically ill oldeop&e in the Netherlands.
Knowing from previous studies that the CDSMP cavehaositive effects on
self-efficacy, self-management behavior, and hestfitus, we expect to find
positive effects in our sample of patients age@dia® older with one or more
chronic diseases.
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4.2 Methods

The procedures, research risks, and associategusafts for this study were
approved by the Independent Review Board of theréisity Medical Center
Groningen.

4.2.1 Subjects

In the period between May 2003 and May 2004, ptiatiending the Internal
Medicine outpatient clinic at the University Medi€zenter in Groningen were
personally invited to participate in the study.tlegrants were also recruited
through announcements in the media and in the nreggaf various patient
associations. Eligibility criteria were: age 59der; angina pectoris or heart
failure, COPD or asthma, or arthritis, or diabe#dslity to communicate
adequately in Dutch; availability to attend a sigek course. Patients with a
life-expectancy of less than one year, or alredtbnding a disease-specific
self-management program, or participating in anoshedy, or who were
permanent residents of a nursing home were exclirdadthe study. Patients
with other diseases in addition to a heart disdasg, disease, arthritis, or
diabetes were also eligible for participation.

Informed consent was obtained from patients whaevedgible and willing
to participate in the study. Each time informedsmnt was obtained from
twenty-five patients, which took about four monttigy were sent a baseline
qguestionnaire. After the patients returned the tp@saire they were
randomized: within each diagnostic group (i.e.edse group) the participants
were assigned either to the intervention grouercontrol group. In this way,
six consecutive blocks of about twenty-five peapith various diseases were
formed during the inclusion period, with equal n@rshin the intervention
group and the control group. The intervention groegeived the CDSMP, and
the control group received care-as-usual. Afteldsemeasurement, the control
group also received the patient book that was us#tk intervention.

4.2.2. Intervention

The program consisted of 6 weekly sessions, eatthanduration of 2% hours at
the University Medical Center in Groningen. Them&10-13 participants in
each training group with two leaders who adhereal detailed manual [14]. For
practical reasons, and because a study carrigolyduarig et al. showed that
there were hardly any differences between lay-taagt professional-taught
courses [15], all courses were led by the primavgstigator (HE), who is an
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MA psychologist and educated as a CDSMP Masten&rait Stanford
University, and a peer leader or other Master Erafpsychologist, PhD). The
program is based on the self-efficacy theory [Bg]f-efficacy refers to people’s
beliefs in their abilities to adopt specific bet@mywhich is a key factor in
behavior change and health functioning [17]. Thegpam incorporates
strategies to enhance self-efficacy: weekly acptamning and feedback,
participants modeling behavior and problem-solforgeach other, re-
interpretation of symptoms, group problem-solviagd individual decision-
making [12]. The participants received a Dutchtation of “Living a Healthy
Life with Chronic Conditions”, a patient book thatused in the program, and
can also be used by patients as a reference b8bWrlthe translation of the
course manual and the patient book, only a few nentiural adjustments were
made, namely with regard to advance directives.

4.2.3 Measures

Data were collected through self-administered goesaires that were mailed
to the patients three weeks before the courseedtéf0), immediately after the
course had finished (T1), and six months afteretie of the course (T2). The
data included date of birth and gender, maritalistaand primary chronic
condition. Outcome measures were self-efficacy;rmahagement behavior,
and health status.

Self-efficacySelf-efficacy was measured with a Dutch versiothef
General Self-Efficacy Scale (GSES-16; [19]. The GSIb consists of 16
guestionsd = .81), scored on a 5-point Likert scale of thaelsion
agree/disagree, a higher score indicating a hilglvet of self-efficacy. Self-
efficacy was measured at all three measurement msme

Self-management behaviddeasures of self-management behavior included
frequency of exercise, cognitive symptom-managenastt communication
with a physician. We used measurement scales deeloy Lorig et al., which
were slightly adapted to account for cultural défeces [20]. The frequency of
four different types of exercise were measuredKingl swimming, cycling and
other types of exercise), with a translated angbimdbversion of the Lorig et al.
“physical activities” [20]. We did not include thygiestions about frequency of
‘stretching and strengthening exercises’, ‘aereliercise with equipment (such
as a stair master, a health rider, etc.)’, andeiotterobic exercise’ because we
assumed that our older respondents would not biéidamvith these exercises.
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The frequency of exercise refers to the total nurobbeninutes spent on
exercise each week, and this was measured ated theasurement moments.

Cognitive symptom-management was measured withnslated and
adapted version of the Lorig et al. “Coping witlmgtoms” [20]. Two questions
were left out: ‘When you are feeling down in therths, feeling pain or having
other unpleasant symptoms, how often do you tfgébdistant from the
discomfort and pretend that it is not part of ybady’ and ‘When (...) don’t
think of it as discomfort but as some other sensasuch as a warm, numb
feeling’, because it was expected that our respaisdeould not be familiar
with these descriptions. The adapted scale coriditge items ¢ = .71)and
measures whether participants, when feeling depdesisexperiencing pain or
other symptoms, used techniques such as distrattieathing exercises, guided
imagery, progressive muscle relaxation, or positiweking. This is scored on a
6-point Likert scale of the dimension never/alwaygjgher score indicating
more use of cognitive symptom-management technidi@egnitive symptom-
management was only measured at the post-inteovemteasurement moments,
because it was expected that our older respondentisl not have been familiar
with these techniques at baseline.

Communication with a physician was measured willutch translation of
the Lorig et al. “Communication with physician” R0’ he scale contains three
items, asking whether participants, when visitinghgsician, prepare a list with
guestions, ask questions about things they waknda or do not understand,
and discuss personal problems. This is scoredGpant Likert scale of the
dimension never/always. The score is the meaneottitee items. The internal
consistency wag=.65. A higher score indicates better communicatah a
physician.Communication was measured at all three measuremaments.

Health statusHealth status was measured with the RAND-36 [21prder
to reduce the number of statistical comparisonly, the physical and mental
component summary scales of the Dutch versioneoRAND 36-item Health
Survey were used [21;22]. The physical componeatasmposite of the sub-
scales physical functioning, role limitations (piwgs problem), bodily pain, and
general health. The internal consistency of thisralv scale was=.77. The
mental component is a composite of the sub-scatiagy, social functioning,
role limitations (emotional problem), and mentahlie The internal
consistency of the overall mental scale was/2. The higher the score on both
scales, the better the physical and mental heaftditon. Health status was
measured at all three measurement moments.
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4.2.4 Statistical Analyses

First, t-tests, Chi-square tests and Mann-Whitney tests werformed to
compare the demographic characteristics and thedibascores of the
intervention group and the control group. One-walneen-groups analyses of
covariance (ANCOVA) were then performed to comghgeintervention group
with the control group.

Baseline score and gender were used as covaaaib|ock (1-6) was used
as a factorBecause the severity of the disease might haveended the results,
baseline physical functioning and type of diseaseswised as control variables.
Since only a few people had a heart disease (en8)a heart disease in this
older population is often caused by diabetes, lemandition was combined with
diabetes. Thus, type of disease was representedobgummy variables, one
for arthritis and one for lung disease. Preliminglmgcks were made to ensure
that there was no violation of the assumptionsoofality, linearity,
homogeneity of variances, homogeneity of regressiopes, or reliable
measurement of the covariates. Correlations ob#seline scores and both
post-intervention measurement scores of the vanatsome variables ranged
from 0.55 to 0.80.

In view of the directionality of the research hyipedes, i.e., the results for
the experimental group were expected to be béter for the control group,
one-tailed tests were carried olihe level of significance was=0.05. The
analyses were performed in SPSS 12.0.2.[23].

4.3 Results

4.3.1 Subjects

Of the 361 patients who were personally invitegddaicipate in the outpatient
clinic, 94 (26%) agreed to participate. Anothemifre recruited through public
announcements. Of the 144 patients who were indludéhe study, 136
completed the first post-intervention measuremeémj.(Of these, 50% (n=68)
had been assigned to the intervention group. As/shio Table 4.1, no
significant differences in the basic patient cheeastics were found at baseline
between the intervention and the control groupghtup differences were
found on any of the measurement scales (not showiable 1).
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Table 4.1 Patient characteristics

Intervention Control
Variable N (%) M (SD) range N (%) M (SD) range P-value
N 68 68
Age 68.2 59-84 68.5 59-87 .775
(6.0) (6.6)
Gender 1.0
Male 25 (36.8) 25 (36.8)
Partner 45 (66.2) 40 (58.8) 376
Disease 375
Diabetes 23 (33.8) 21 (30.9)
Lung disease 22 (32.4) 16 (23.5)
Arthritis 20 (29.4) 26 (38.2)
Heart disease 3 (4.4) 5(7.4)

" P-value of t-tests, Chi-square tests, or Mann-Whitney test

Figure 4.1 is a flow diagram of the drop-out oftfgpants. As can be seen,
relatively few patients dropped out after inclusior the eight patients who did
not complete the first post-intervention questiorsawo withdrew from the
study after randomization. This concerned a coti@eéhad been assigned to the
intervention group, and the husband had suffetteebat attack. Six patients in
the control group did not return the first posemention questionnaire: one
patient had died, one wrote to say that the studiyot meet her expectations,
and four gave no specific reason. Five of the drots-had diabetes, two had
arthritis, and one had a lung disease. The eigig-duts did not differ
significantly from the other participants at baseli

Seven patients (six in control group and one inrkervention group) did
not compete the second post-intervention questiomraaving 129 participants
in the study (67 in the intervention group and®#hie control group). Of the six
drop-outs in the control group, one had developkdaan tumor and was unable
to complete the questionnaire, one had died, amddersons gave no specific
reason. One patient in the intervention group didcompete the questionnaire
because she no longer thought it was of any usthé3é seven drop-outs, four
had diabetes, two had a lung disease, and one Inaartdiseasét T1 these
drop-outs had returned their questionnaire sigafily later than the other
participants (Z=-3.269, p=.001), and had a sigairiftty lower score for the
physical functioning component of the RAND-36 (Z54£6, p=.011). The drop-
outs also had a significantly lower score for eis&r¢Z=-2.695, p=.007), but a
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significantly higher score for cognitive symptomimgement (Z=-2.138,

p=.033).
Total randomized
n = 14«
Intervention group Control group
Baseline Br?ieyze
n=7(
Drop-out: Drop-out:
=7 \ 4 v n=_¢
( Intervention group Control group
Post-measurement 1 Post-measurement
\_ n = 6¢ n = 6¢
Drop-out: Drop-out:
Intervention group Control group
Post-measurement 2 Post-measurement
n=67 n =62

-

Figure 4.1 Enrolment procedure (H = hospital and O = other ways of recruitment)

4.3.2 Subjective evaluation of the intervention

The participants in the intervention group attenaedaverage, 5.6 of the 6
course meetings. All the participants finisheddbarse, except for one patient,
who dropped out after four sessions because dpatation problems. The
patients in the intervention group were also askgdneans of a short
guestionnaire, to evaluate the intervention (TdkB. In general, the
participants were very enthusiastic about the @argl the associated patient
book. The course was scored with an average qi@rfis (scale 0-10). As
shown in Table 2, most of the participants indidadteat they enjoyed the
course, and that they thought that it was usetut Majority of the participants
thought that the patient book was clearly writ@mg read it on a regular basis.
They were satisfied about the way in which the sewas prepared and taught,
and they were also content with the length of tleetings, the size of the group,
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and the meeting rooms. However, about 25% of tingcgeants found that the

course was strenuous.

In the questionnaire, some space was left for resn&@ome remarks were
made, most of which were positive. One patienest#tat she had become
more self-confident by participating, and anotloemid that participation had
helped her to accept her disease. There were &30 aitical remarks. Some
patients thought that the course included too miifcitmation, and one patient

even suggested adding two more sessions to theecour

Table 4.2 Subjective evaluation made by patients in the intervention group (percentage of
patients who gave a certain answer; n=70)

Question Agree Slightly Neither agree Slightly  Disagree
agree nor disagree disagree

| enjoyed participating in 88.6 7.1 1.4 2.9 -

the course

Participating in the course 75.7 17.1 4.3 2.9 -

was useful

The patient book was 94.3 4.3 1.4 - -

clearly written

| read the patient book cn67.1 24.3 4.3 1.4 2.9

a regular basis

Participating in the course 5.7 25.7 17.1 4.3 47.1

was strenuous

The length of the meetings 81.4 14.3 4.3 - -

was good

| had enough opportunities 87.1 10.0 2.9 - -

to speak

The size of the group was97.1 2.9 - - -

good

The leaders prepared the97.1 2.9 - - -

meetings well

| liked the way the course 94.3 5.7 - - -

was taught

The meeting rooms were 75.7 14.3 5.7 2.9 1.4

easily accessible

The meeting rooms were 72.9 17.1 7.1 1.4 1.4

pleasant
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4.3.3 Self-efficacy

Table 4.3 shows the baseline, 6-week, and 6-n&ottes for self-efficacy,
self-management behavior, and the two composileséar health status, i.e.,
physical status and mental status. After adjusbonghe covariates and factor
mentioned earlier, there weme significant differences in self-efficacy between
the intervention group and the control group aft(1124)=1.37 p=.09, partial
n°=.02] or at T2 [t117)=1.55p=.06, partiah®=.02].

4.3.4 Self-management behavior

No significant differences in exercise were fourtheen the intervention
group and the control group at f{122)=-1.58 p=.06, partian®=.02] or at T2
[t(110)=-.08 p=.47, partiah®=.00].

Because there was no baseline measurement of isegsymptom-
management, the baseline score could not be used@ariate. No significant
differences in cognitive symptom-management wesaddoetween the
intervention group and the control group at[f{124)=-1.42p=.08, partiah?
=.02] or at T2 [(117)=-1.09p=.14, partiah? =.01].

There were also no significant differences in comitation with a
physician, between the intervention group and trdrol group at T1t(124)=-
.298,p=.38, partiah? =.001] or at T2 [t117)=-.05p=.48, partialh’=.00].

4.3.5 Health status

With regard to the physical component summary scalesignificant
differences were found between the interventiomgrand the control group at
T1[t(124)=-.55p=.29, partial® =.002] or at T2 [t115)=-.137 p=.45, partial
n°=.00]. There were also no significant differenaethie mental component
summary scale at T1(124)=.39,p=.35, partian”®=.001] or at T2 [t115)=-.11,
p=.46, partiah?=.00].
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Table 4.3 Baseline, 6-week, and 6-month scores in the intervention group and the control grdupffcasyg, self-management behavior
and health status, and the effect sizes (Colin’s

Baseline (TO) 6-weeks (T1) 6-months (T2) Effect sizes
Variable Intervention  Control Intervention  Control Intervention  Control T1 T2
N 68 68 68 68 67 62
M (SD) M (SD) M (SD) M (SD) M (SD) M (SD) Cohen’sd ' Cohen’s d
(95% CI) (95% CI)
Self-efficacy 56.4 (10.9)| 57.1(10.8) 58.0(11.2)| 56.6(10.8) 58.4 (12.2) -.08 -.16
57.5 (10.6) (-.41, .25) = (-.49, .17)
Self-management behavior
Exercise 170.6 (112.5 160.8 (118.8)192.5 (116.9/170.7 (117.5)191.0 (119.7 182.5 (121.4 19 .07
(-.15, .53) = (-.26, .40)
Cognitive symptom- - - 2.1 (0.9) 1.9 (1.0) 2.0 (0.9) 1.8 (0.9) 21 22
management (-.01, .55) = (-.01, .56)
Communication 2.2 (1.2) 2.6 (1.3) 2.4 (1.2) 2.5(1.3) 2.6 (1.3) 2.8 (1.2) -.08 -.16
(-.41,.25)  (-.49, .17)
Health status
Physical component 35.4(10.9) 36.8(10.5)| 36.3(10.5) 35.3(10.6)| 35.0(10.0) 35.8(11.1) 10 -.08
(-.23, 43) (-41, .25)
Mental component 46.8 (10.1) = 48.0(9.9) | 47.4(10.6) 48.0(9.5) | 45.8(10.5) 46.6 (12.6) -.06 -.07
(-.39, .27) = (-.26, .40)







4.4 Discussion

In this study we evaluated the short-term and lotgien effects of the CDSMP
among chronically ill older people in the NethedanBased on studies carried
out in other countries, we expected to find attlsame effects of the CDSMP
on self-efficacy, self-management behavior andthesthtus. The patients in the
intervention group were very enthusiastic aboutpifogiram, and drop-out was
low. However with regard to the core variables in this studyshort-term or
longer-term differences were found between thewetgion group and the
control group. It should be noted that in almokb&the other studies in which
the CDSMP was evaluated omywalues were reported, without the effect sizes.
When computed, the effect sizes in those studipsao be quite small (0.02-
0.50), and comparable to the effect sizes fourmlimstudy.This indicates that
the present study, although not supporting anyceffés not a contradiction of
earlier findings.

The fact that we did not find any significant eteemay, however, be an
important result, because our study seems to befahe first to find no
significant effects at all of the CDSMRs Rosenthal has stated, it is very
difficult to get articles reporting no significaetfects accepted for publication:
“...the probability of publication is increased by statistical significance of
the results so that published studies may not faesentative of the studies
conducted (page 128; [24]". This implies that dls® non-significant results of
the present study are important and informative.

Nevertheless, how can it be explained that we didind any significant
effects? First of all, there could bew@dtural explanation. It could be that the
CDSMP, which was developed in the USA, is basicadiiyappropriate for the
cultural background and ways of coping with chraffiseases in our study
population. What contradicts this argument is thathbecame clear when we
translated the program into Dutch, we only had &kena few minor cultural
adjustments, namely with regard to advance direstivloreover, the
participants in our study made only a few critieaharks about the content of
the course. In fact, these remarks concerned ttipatsvere not included (for
example sexuality) instead of topics that were ilable or redundan®hus, in
our opinion, the cultural differences are so sitiadt these are unlikely to have
influenced our results. Nevertheless, future retesrneeded to support our
findings and to exclude a possible cultural redsothe absence of effects of
the program.

A second explanation might be that our patientsaaly had a high baseline
level of self-efficacy and health status, causietjrig-effects. The participants
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were expected to make their own way to the hospitaix occasions, since no
transportation was provided. This may have demaadwmzttain level of
(physical) functioning, which could have causee#irgy-effect, indicating that
the participants already had a high level of fusratig and there was therefore
little room for improvement. There may have beeriéing-effect with regard

to self-management knowledge, i.e., because theipants already knew a lot
of the information that was taught in the courggaduse in the Netherlands
chronically ill patients do not usually only sepleysician, but also a specialized
nurse who gives them a lot of information aboutouss aspects of self-
management.

A third possible explanation for not finding angrificant effects of the
program may be the fact that @il not use all of the questionnaires that were
used in the other CDSMP evaluation studies. Forditbe core outcomes, self-
efficacy and health status, we used different nressent instruments. We
decided to do so for two reasons. First, we watddxe able to compare our
study results with the results of other self-mamagyet studies, both in the
Netherlands and abroad. Therefore, we needed tg amely used and
commonly accepted measurement instruments withdspsychometric
properties. The second reason was that at the ntosem we started to collect
the data it was uncertain which of the Lorig etalf-efficacy scales that were
used in former CDSMP studies would be the most@ppate. Therefore, we
decided to use a general scale for self-efficaayiwidely used in health-
related research. However, as became clear dumengttidy, “general”’ self-
efficacy might have been a too broad concept tosomeethe specific self-
efficacy beliefs of patients with chronic diseadasrder to obtain more insight
into this possible problem, as a post hoc procediies the end of the official
data-collection we asked our study participantsoimplete the most recent self-
efficacy questionnaire that Lorig et al. had udbé @-item scale “Confidence
about doing things'a = .93). It was expected that due to participairotine
course the intervention group would score highethmspecific self-efficacy
measure than the control group. Fifty-six partiofgan the intervention group
were compared to 50 in the control group. Howenersignificant differences
were found between the two [t(94)=1.197, p=.12tipl’ =.02], indicating that
our choice of self-efficacy measure did not nead@yseaused the lack of
effects. We doubt that our measurement of headtiusicontributed to the lack
of effects, because the RAND-36 is a commonly ussible, and valid
guestionnaire.
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A fourth explanatiomimight be that with regard to some of the variables
this study, the control group improved, though sighificantly more than the
intervention group. It was expected that the cdmgjroup would remain stable
or deteriorate on most outcomes. The improvemetitarcontrol group might
have been due to the fact that there was a setedtop-out between T1 and T2.
Most of these drop-outs were patients in the cogiaup who had a lower level
of physical functioningTherefore, the controls who still participated at T
might have been patients whose physical functiomiag better, making it
harder to find differences between the intervengjooup and the control group.
The improvement in the control group might alsoehbeen caused by a
Hawthorne effect, i.e., participating in a studgdifling in a questionnaire three
times might have caused patients in the contralgto feel better [25]. The
improvement in the control group could also haverbeaused by reactivity of
measurement, i.e., patients in the control grougadme more conscious of the
self-management behavior associated with a chaisease by filling in the
guestionnaires. As a consequence, they might hdaaed such behavior more
often, and this also might have led to an improvanreother variables [25]. An
additional explanation could be that the patientdhée control group received
care-as-usual, while in a great majority of theeot@DSMP studies there was a
waiting-list control group. In other words, the tats in our study knew that
filling in the questionnaires was all that they lkkbexpect, whereas people in a
waiting-list control group might think that they wld forfeit participation in the
course if they improved too much.

A fifth explanation could be that some of our pattsawere selected from the
files of physicians in an outpatient clinic, andbsequently personally invited to
participate by one of the researchers, while intrabthe other CDSMP studies
the patients were recruited through public annoonae#gs. It is possible that
patients who took the initiative to apply for peaipation were more motivated
than patients who participated because they werted However, when
comparing our participants from an outpatient clwith participants who
applied on their own in