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  Stellingen

Stellingen behorende bij het proefschrift: "Grab and Hold: randomized controlled trial
of the effectiveness of an outreach treatment program for chronic. high-risk crack
abusers"

Rende Henskens, 3 december 2004

1. Om de doelmatigheid van de zorg te verbeteren en om de ontwikkeling van werkzame
behandelingen te stimuleren, dienen zorginstellingen hun cliantgegevens beter op orde
te hebben dan nu het geval is.
(Dit proefschrift)

2. In een hulpverlening voor zorgmijdende crackverslaafden zijn "lokkertjes op lokatie"
essentieel in het bevorderen van de therapietrouw Welke dingen of diensten dit zouden
moeten zijn, hangt volledig af van de behoeften van de doelgroep.
(Dit proefschrift)

3. Assertive community treatment kan een geschikte werkwijze voor zorgmijdende
crackverslaafden zijn wanneer er binnen de teambenadering ook aandacht is voor
een persoonlijke relatie met een vaste hulpverlener.
(Dit proefschrift)

4. Personen in een hulpverleningssituatie hebben de neiging om hun toestand bij intake
te overdrijven, in de hoop de best beschikbare zorg te krijgen, Bij ontslag daarentegen
kunnen zij uit het oogpunt van sociaal wenselijkheid hun toestand vergoelijken, zeker
wanneer er sprake is van een positieve patiant-therapeut relatie.
(Dit proefschrift)

5. Bestuurders, onderzoekers en programmaontwikkelaars hebben de gezamenlijke
verantwoordelijkheid om serieuze voorlopers van een evidence-based practice te onder-
steunen. Deze brede samenwerking kan in een academische werkplaats gestalte krijgen.
(Dit proefschrift)

6. Professionals in de verslavingszorg dienen beter geschoold te worden in de uitvoering
van niet-traditionele methodieken die gebaseerd zijn op wetenschappelijke inzichten.
(Dit proefschrift)

7. Aan crack verslaafde straatprostitudes ervaren een niveau van lijden dat nog niet eerder
bekend is in de harddrugsscene.
(Dit proefschrift)

8. Regulering van drugshandel en gebruik leidt tot meer veiligheid en leefbaarheid voor
zowel de gebruikers als de burgers.

9. Gezond verstand zegt dat crackverstrekking op medische indicatie een zeer positief
effect zal hebben op de therapietrouw, maar een negatieve uitwerking heeft op de
lichamelijke en geestelijke gezondheid.

10. Van de doelgroepen die ooit in OGGz beleidsnota's beschreven zijn, spreken de
"asociale alcoholisten in rolstoelen" nog het meest tot de verbeelding.

11. Het kan geen toeval zijn dat de oersterke Pippi Langkous haar paard "Witje" noemt.



Grab and Hold
Randomized controlled trial of the effectiveness
of an outreach treatment program for chronic,

high-risk crack abusers

RenLe Henskens

GRAB AND HOLD



This thesis was financially supported by the Municipal Health Service Rotterdam
and Zon/MW, the Dutch organisation for Health Research and Development,
The Hague.

© Ren6e Henskens, 2004.

No part of this book may be reproduced in any form, by any means without
written permission of the author.

Key words: assertive outreach, community care, crack abuse, dual diagnosis

Published by: Municipal Health Service Rotterdam

Department of Health Promotion
RO. Box 70032
3000 LP Rotterdam
The Netherlands

Graphic production: Grafisch Bureau DUS

Printed by: Grafia

Cover: Midas

ISBN 90-5175-106-0

GRAB AND HOLD



Grab and Hold
Randomized controlled trial of the effectiveness
of an outreach treatment program for chronic,
high-risk crack abusers

Beetpakken en Vasthouden
Een gerandomiseerde gecontroleerde studie naar de effectiviteit van
een bemoeizorgprogramma voor chronische risicogebruikers van crack

Proefschrift

ter verkrijging van de graad van doctor aan de Universiteit van Tilburg, op
gezag van de rector magnificus, prof. dr. FA. van der Duyn Schouten, in het
openbaar te verdedigen ten overstaan van een door het college voor promoties
aangewezen commissie in de aula van de Universiteit op vrijdag 3 december
2004 om 14.15 uur

door

Renate Hubertine Maria Henskens
geboren op 15 januari 1964 te Haarlem

GRAB AND HOLD



Promotores:

Prof. dr. H.F.L. Garretsen
Prof. dr. E Sturmans

Copromotor:

Dr. I.M.B. Bongers

•1•
UNIvERSITEIT *3 . VAN TILBURG

"T•
BIBUOTHEEK

TILBURG

GRAB AND HOLD



Het recht om te verloederen en te verkommeren
eindigt daar waar het recht om in te grijpen begint.

GRAB AND HOLD



1  CONTENTS

Contents

List of publications                                                                            5

1.          Background and objectives of the study                                    7

1.1 Introduction                                                                                       9

1.2 Nature and effect of crack                                                                                       10

1.3 Long-term consequences of severe crack abuse                                         11

1.4 The appearance of crack in the traditional opiate circuit                           12

1.5 Prevalence of severe crack abuse                                                                       12

1.6 Response of the local government                                                              13

1.7 Development of a crack-related treatment program                      14

1.8 Program rationale of OTP                                               16

1.9 Study questions                                                                        16

1.10 Structure of the thesis                                                                                                17

2. Study design, methods, and materials                                  21

21 Introduction                                                                                     21

2.2 Study population                                                         21

2.3 Inclusion criteria                                                                        21

2.4 Calculation of the sample size                                             22

2.5 Prerandomization procedure                                         23

2.6 Selection and recruitment                                               26

2.7 Flow chart of the selection process                                          28

2.8 Availability of follow-up data                                               29

2.9 Outline of the studies                                                           29

Part 1: Randomized controlled trial                                                        29
Part 2: Process evaluation                                                     31
Part 3: Additional studies                                                   32

3.          Effectiveness of an outreach treatment program for inner
city crack users: compliance, outcome, and client satisfaction     35

Abstract 36

3.1 Introduction                                                                                      37

3.2 Methods                                                                                   38

3.3 Results                                                                                    42

3.4 Discussion                                                                               44

GRAB AND HOLD



2 CONTENTS

4.         "Faking bad" in not-to-blind (pre)randomized controlled trials:
implications for the clinical context                                                 51

Abstract                                                                                           52
4.1 Introduction                                                                              53

4.2 Fake bad test response bias                                               53

4.3 "Faking bad" in not-to-blind clinical trials                                 54

4.4 Vignette: The outreach treatment program                               54

4.5 Discussion                                                                                               55

5. Gender differences in problems and needs among outpatient
crack users: results of a randomized controlled trial                 57

Abstract                                                                                           58
5.1 Introduction                                                                                              59

5.2 Methods                                                                                          60

5.3 Results                                                                                            62

5.4 Discussion                                                                                       66

6.          An effective outreach treatment program for chronic crack
users and its relationship with assertive community treatment     73

Abstract                                                                                           74
6.1 Introduction                                                                                     75

6.2 Methods                                                                                          76

6.3 Results                                                                                            78

6.4 Discussion                                                                                       79

7. General conclusions and discussion                                    83

7.1 Introduction                                                                                     85

7.2 Overview of the study findings                                                86

7.2.1 General study results                                             86
7.2.2 Results of the gender comparison                                       87
7.2.3 Results of the fidelity assessment                                    89

7.3 Validity of the study results                                                    90

7.4 Implications for future service planning and research                     90

7.4.1 Barriers to implementation                                              91
7.4.2 Facilitators of implementation                                       92
7.4.3 Research recommendations                                   93

GRAB AND HOLD



3 CONTENTS

Summary                                                                           95

Samenvatting 105

References 115

Dankwoord 129

Authors and affiliations 133

GRAB AND HOLD



5  LIST OF PUBLICATIONS

List of publications
Henskens R, Garretsen HFL, Bongers IMB, Dijk A van, Sturmans F (submitted).
Effectiveness of an outreach treatment program for inner city crack users:

compliance, improvements, and client satisfaction.

Henskens R, Bongers IMB, Garretsen HFL, Sturmans F (submitted). "Faking
bad" in not-to-blind randomized controlled trials dependent on existing baseline

data: implications for the clinical context.

Henskens R, Mulder CL, Garretsen HFL, Bongers IMB, Sturmans E Gender
differences in problems and needs among outpatient crack users: results of
a randomized controlled trial.

Accepted for publication in the Journal of Substance Use.

Henskens R, Garretsen HFL, Mulder CL, Bongers IMB, Kroon H (submitted).
An effective outreach treatment program for chronic crack users and its

relationship with assertive community treatment.

Henskens R: Het Cocaineproject. een gerandomiseerde effectstudie naar

een hulpverleningsmethodiek voor moeilijk bereikbare cocaTnegebruikers.
Evaluatierapport GGD Rotterdam e.0., 2002.

GRAB AND HOLD



7 CHAPTER 1

1

Background and
objectives of the study

GRAB AND HOLD



8 CHAPTER 1

GRAB AND HOLD



9 CHAPTER 1

1.1 Introduction
From February 2000 to December 2001 the Bouman addiction care service

(Rotterdam, the Netherlands) conducted an innovative treatment on an experi-
mental basis. This outreach treatment program (OTP) was particularly tailored
to individuals severely addicted to crack, the freebase form of cocaine hydro-
chloride (benzoylmethylecgonine, C17H21N04)· Key informants selected candida-
tes whose current situation was critical. Recruitment of the study sample took
place partly in the illegal harddrug scenes of Rotterdam. OTP consisted of asser-
tive outreach, a time-out service, and case management, as well as adjunctive
services (e.g. a walk-in service and acupuncture treatments) used as incentives.

Strong emphasis was placed on the client-therapist relationship; a dialogical
relationship built on trust, understanding, and education was considered to be

important. The duration of 0TP was set at eleven months; during this time a
3-month period was reserved for aftercare or referral.

In the work presented in this thesis, the crack-related treatment is evaluated by
means of a randomized controlled trial (RCT) and a process evaluation. A total of
124 chronic, high-risk crack abusers participated in the study. Subjects treated
in 0TP and standard addiction care (treatment group) were compared with
subjects treated in standard addiction care only (the control group) on treatment

compliance, outcome, and satisfaction. Main aim of the study was to ground
theory for an evidence-based practice for a difficult-to-reach subpopulation

among multiple-substance abusers, i.e. persons who might otherwise not have
experienced treatment other than methadone maintenance.

This introductory Chapter describes the rather sudden entrance of crack in the
traditional opiate circuit of Rotterdam. The triad "drug, set, and setting" is used
as a theoretical framework (Zinberg, 1984) According to this theory, patterns of
drug abuse exist in a continuous interaction between factors correlated with the
particular substance, its user, and his social environment. In this Chapter, some
crack abusers who were interviewed prior to the start of OTP relate their perso-
nal experiences with the drug and express their need for help. Section 1.2
discusses the nature and effect of crack, and Section 1.3 the long-term
consequences of its excessive use. Sections 1.4 to 1.6 deal with the setting in
which crack appeared. An estimation of the number of severely-addicted crack
abusers in Rotterdam is given, and first efforts of the local government to cope
with the crack-related problems are summarized. In Section 1.7 the forerunner
of the final 0TP is described: i.e. the "Take Five" program. This is followed by
a clarification of the OTP program rationale in Section 1.8. Finally, Sections
1.9 and 1.10 present the study questions and the structure of the thesis.

GRAB AND HOLD



10 CHAPTER 1

1.2 Nature and effect of crack
Crack is obtained by converting cocaine hydrochloride into its freebase form.

Cocaine as such can not be smoked, due to its tendency to vaporize at the
extremely high temperature of 195° Celsius. Thus, to be able to smoke cocaine
hydrochloride, the chemical composition needs to be changed. Crack is prepared
by mixing cocaine powder with water, ammonia or sodium bicarbonate (baking
soda), and then heating the mixture to remove the water. By changing the salt
into a base, the substance will melt at a lower temperature (98' Celsius). The
term "crack" is derived from the cracking sound it makes when heated (Platt,
1997). Nowadays, in the Netherlands crack is usually smoked in a base pipe
("basing") or from aluminium foil ("chasing the dragon")'

Due to its brief and intense high flash, crack appears to be attractive to many
harddrug users (Trimbos Institute, 2004). If smoked, cocaine causes a more
rapid rise in blood pressure and a faster uptake in the brain than if snorted or
injected. Particularly smoking provokes excessive and compulsive use; the fierce
crash almost immediately demands a repetition of the earlier experienced eupho-
ria, and to postpone negative feelings a person continues smoking until there is
no money or crack left. In combination with no food or sleep this crack binge can
lead to total exhaustion in a relatively short period of time. Another important
feature of crack is the absence of physical withdrawal symptoms. Nonetheless,
the psychological dependence of crack appears to be even more powerful than
of any other harddrug. A 35-year-old female crack user clearly expressed the
unanimous opinion of other interviewees: "You can't imagine what crack does
to you. And you can't do anything about it, the craving is so strong. I never
felt this way with heroin. Something happens in your brain and you just go
for  it.  It  controls  your  life. "

Until now, there is no empirical consensus about the pharmacological effects of
using additional drugs combined with crack. Interviews have revealed that other
drugs were mainly used to reduce the fierce effect of crack. A well-known
strategy to alleviate the crash is to chase heroin from aluminium foil, immediately
after crack use. In this way the urge to smoke again can be somewhat controlled.
Interviewees report that, besides heroin, alcohol is also a popular complemen-

tary drug. The combination of crack and alcohol seems to have several advanta-
ges for the user; alcohol restrains the fierce effect of crack, while crack removes
the intoxication of alcohol. In other words, alcohol enables a person to keep on
smoking crack. Also seen as beneficial is that crack suppresses the hangover
that results from excessive drinking. The interviewees voiced different opinions
about the effects of a combined use of crack and methadone. In agreement
with the findings of Condelli and colleagues (1991), some have asserted that
methadone generally stimulated their crack use. Because methadone relieves
the withdrawal symptoms which result from opiate use, the craving for crack
increases as soon as a person recovers from his illness. A 33-year-old male
crack user described the process as follows: "When you use methadone you
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want cocaine more. It's obvious, because methadone makes you feel good.
And when you feel good, you want cocaine. You're not going to take coke if
you're sick." Other persons claimed to smoke crack to combat the sedative
effects of methadone so that they could continue with activities that otherwise

they would be unable to do. This "rewarding" effect of cocaine in methadone-
maintained patients is well documented (Preston et al., 1996).

All interviewees stated to have little or no control over their crack use.
Nevertheless, it appeared that all kinds of strategies were utilized to try and
stabilize the use. Distraction seemed to be a good strategy to suppress the
desire for crack. Short-term activities were undertaken, such as playing
chequers, watching television, or taking a walk. Leaving the drug scene was
also an effective self-control technique, as was putting money into safe keeping.
Paradoxically, the enjoyment of crack appeared to be an important tool in
reducing the craving. Optimizing the effect of crack, for instance by practising
drug-taking rituals, turned out to be a good defence against the hurried and

agitated smoking that induces compulsive use. Although these techniques
contributed to more defences and control, crack use still appeared to get out of
hand. In general, crack abusers have major difficulties with adopting a serious

approach to their problems; only when it really gets out of hand do they decide
to seek help (Bieleman & de Bie, 1992).

1.3 Long-term consequences of severe crack abuse
In the long term, excessive use of crack may lead to severe problems on many

levels. The damage to physical health includes serious weight loss, exhaustion,
diminished resistance, lung and heart complaints, and chronic infections.

Physical complaints, which at first appear to be innocent, can lead to a serious

problem within a relatively short time. In a hard-pressed existence in which

getting and using crack is the primary objective, bodily care always has a low
priority. According to Vermeulen and colleagues (2001) health problems of
harddrug users are often associated with self-neglect and a reduced resistance,
which make them more vulnerable to infection. This is predominantly the case
with crack abusers. For example, the so-called "walking feet" are caused by
being constantly on the move. Combined with poor hygiene infection can spread
rapidly, particularly when ill-fitting shoes are worn (Boekhout Van Solinge, 2001).
With regard to lung complaints of crack abusers it is known that the ammonia
content of cocaine smoke may damage the airways, allowing dirt, bacteria, and
viruses access to the lungs. This explains why particularly crack abusers are
vulnerable to lung infections.

Psychological effects of excessive crack use have been reported as lack of
emotion, depression, restlessness, nervousness, sensory hallucinations ("insects
under the skin"), aggression, anxiety, paranoid behaviour, and acute psychosis
(Wikler, 1980, Forno et al., 1981, Kosten et al., 1986). Characteristic of crack
abusers is the shuffling, hunched walk and the compulsive wandering around;
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searching the streets for money, cigarette stubs, or dope.
The social problems of crack abusers are directly connected to their singularly
dope-orientated, chaotic, and sometimes life-threatening existence. There is
often evidence of a complex degeneration process, which begins with a deprived
situation (caused by a combination of addiction, psychopathology, sickness,
unemployment, or homelessness) which generally ends in social exclusion.
Characterising this downwards spiral of marginalization is the lack of every kind
of formal and informal social support (Spierings, 1998).

1.4 Appearance of crack in the traditional opiate circuit
In the early 1990s crack entered the traditional opiate circuit of Rotterdam. In

this respect Rotterdam was a forerunner of the other large cities in the
Netherlands. The precise reason is unknown; it is plausible that, as a harbour
city, Rotterdam had an important function in the transport of cocaine. A few years
later, research indicated that crack already dominated several illegal harddrug
scenes of Rotterdam. For example, crack appeared to be extremely popular
among the visitors of Perron Nuf (Blanken et al., 1994) and in the Feijenoord
district 78% of the present cocaine abusers reported to smoke crack (Blanken et
al., 1996).

Through this new substance the climate in the traditional opiate circuit became
tougher and more aggressive. Crack use and associated behaviour turned out to
be violent, extremely harmful, and difficult to control. The commotion resulted not
only from this new substance, but also from the determination of the local
government to address the crack-related nuisance. Measures such as the dis-
mantling of illegal crack houses and drug-usage facilities' may have led to some
peace in certain areas of the city, but also resulted in crack abusers being again
forced to use drugs on the streets, which increased feelings of insecurity among
the citizens of Rotterdam'. Subsequently, the organization of the Rotterdam
cocaine market was responsible for the unrest in the city. As a result of the free
economy the cocaine trade was unrestrained. At that time. Rotterdam was the
only city in the Netherlands where crack was available 24 hours a day, and in
affordable quantities. Both the unlimited distribution and the low initial price requi-
red the necessary discipline from the purchasers. Clearly, for a severely-addicted
crack abuser it was almost impossible to resist this limitless temptation. Since the
effects and health risks of crack were largely unknown, users also easily panic-
ked, particularly when cocaine of poor quality was circulating within the market'.

1.5 Prevalence of severe crack abuse
One of the first studies on the nature and extent of cocaine use in Rotterdam

showed that cocaine was being used by a varied group of individuals. Eight
groups of cocaine users were identified, including the multiple-substance
abusers (Bieleman and De Ble, 1992); the target group of this study fell within
this latter category. However, because of the large heterogeneity within
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multiple-substance abusers, the size of the group of the most impaired crack
abusers among this population was difficult to estimate. Other problems with
the estimation of the group size were that not all of the targeted subjects used
multiple drugs6 and that a substantial number found themselves outside the
scope of the regular care system.

In the estimation of the number of severely-addicted crack abusers in the
Rotterdam traditional opiate circuit, the number of heroin abusers in 1996 was
used as a starting point. It was assumed that this group had once used heroin
and had once attended a methadone maintenance program. National figures
indicated that 56% of the 28,000 current heroin abusers had been reached by
a Dutch methadone maintenance program (Bieleman et al., 1995)
In Rotterdam the local figure was 60%, thus in line with national figures. In total,

2083 out of 3500 heroin abusers in Rotterdam were involved in a methadone
maintenance program. These 2083 heroin abusers were a priori seen as proble-
matic (since they received methadone on prescription). Of these Rotterdam
methadone maintenance clients, 83% used cocaine (n = 1729), of which 60%
used crack (n = 1037). Within the population of crack abusers the percentage
of severely-addicted subjects was estimated at 20%, which resulted in 207
individuals. For the about 1400 heroin abusers outside the Rotterdam methadone
maintenance programs the same assumptions were made. This resulted in
a total of 141 individuals.

In conclusion, in 1996 approximately 350 severely-addicted crack abusers
were located in the traditional opiate circuit of Rotterdam. Of this group 40%
was possibly not engaged in a methadone maintenance program. In light of the
rapid growth of crack abuse it was suggested that this number would have been
increased by a couple of dozen by the start of OTP in 2000.

1.6 Response of the local government
With the increase in ready-made "rocks" of crack a new situation emerged in

the traditional opiate circuit of Rotterdam. Addicts who exclusively used heroin
became multiple-substance abusers with an excessive reliance on crack, and
were lodging in various hardened and marginalized harddrug scenes. The health
risks of crack and the related nuisance required a different approach.
Policymakers and care providers in the Rotterdam area realized that the current
range of treatments was no longer adequate. The regular care programs were
found to be mostly outdated, insufficient, and unattainable (Geurs, 1999). In the
framework memorandum "Addiction care and related urban problems; a question
of choices" ("Verslavingszorg en grootstedelijke problematiek; een kwestie van
kiezen", Heijman (ed.), 2001), the Bouman addiction care service concluded that
the standard intervention techniques were not effective with difficult groups.

From 1995, within the Rotterdam addiction care policy the accent has moved to
a differentiated approach, in which the specific problems of various subpopula-
tions of harddrug abusers could be addressed. Important characteristics of this
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new approach included individualized treatment (i.e. "tailored care") and close

co-operation with other service providers in the area. This local change of
direction was directly linked to the national initiative of a novel additional care

policy, which was expressed in the report "Scoring Results" ("Resultaten Scoren",

Walburg, 1998)'. In Rotterdam several local projects were set up to complement
standard care. For instance, the project "Care for Convicted Criminal Addicts"

("Strafrechtelijke Opvang Verslaafden") began in October 1996 as a forerunner of
coercive treatment. The CCCA was intended for harddrug abusers who demon-
strated either repetitive criminal or nuisance behaviour. "Responsibly Clean"

("Verantwoord Schoon") was a program which addressed the development of
complementary solutions to drug-related problems in the Rotterdam districts

(Spijkerman et al., 2002). The three pillars of RC were: a) the reduction of
nuisance caused by drug abuse, b) improving the health of homeless drug
abusers, and c) assessing the possibilities for regulating the trade in harddrugs.
The Dutch Home Department, the Department of Justice, and the Department of
Health, Welfare and Sports organized national projects with a primary goal to
decrease drug-related nuisance. In Rotterdam 14 projects were set up, including
the "Rotterdam Autonomy Project" ("Rotterdams Autonomie Project") and the
"Introduction and Motivation Centre" (Introductie en Motivatiecentrum"). In gene-
ral, these projects were specifically tailored to harddrug abusers with multiple

problems who were inadequately reached by the regular addiction care system
(Wits et al., 1995). Simultaneously, in Rotterdam (amongst other places) a RCT
started to investigate the effectiveness of high doses of methadone (Driessen et
al., 2002) and preparations were made for experimentation with the medical
co-prescription of heroin (Van den Brink et al., 2002). Finally, in this climate "Take

Five" began; a pilot study which preceded 0TP and in which a treatment program
for cocaine abusers was evaluated (Henskens, 1997).

1.7 Development of a crack-related treatment program
The content of Take Five was predominantly based on experiences with treat-

ments in the United States, where the crack epidemic appeared approximately
ten years earlier. Initially, several pharmacological treatments for cocaine addict-
ion were reviewed'. The study results showed that these treatments generally
improved treatment retention, but for a substantial effect to be realized, combina-
tion with other forms of therapy was desirable (Gawin & Kleber, 1987, Carroll,
1992). It also became clear that pharmacotherapy was often offered only in view
of the perceived pychosocial effects, particularly when a potentially life-threate-

ning situation emerged. On the basis of these findings it was concluded that in

the short term (and as later appeared, also in the long run), no effective pharma-

cological treatment for cocaine addiction could be expected.
In an American study reviewing different treatment approaches for cocaine

addiction, amongst others, a behavioural approach was recommended (Rawson
et al., 1991). Behavioural interventions included: a) cognitive behavioural
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therapies that focus on diminishing the depressive symptoms associated with
chronic cocaine abuse, b) cue extinction paradigms that target deconditioning of
craving for cocaine, and c) skills trainings packages that enhance client's abilities
to manage stress and anxiety, resolve problems of every day living, and manage
cocaine relapse (Condelli et al., 1991). Modifications of standard treatments
were found to be more effective than when non-traditional methods would be
developed. An intensive outpatient treatment appeared to be an effective option
(Gottheil et al., 1998, Campbell et al., 1997). Good results were also realized with
an eclectic mix of methods. For example, in the community reinforcement appro-
ach a set of empirically assessed techniques was offered (Higgins et al., 1993).
In combination with attractive services ("incentives") this treatment modality had a
positive effect on both treatment compliance and drug usage of the participants.
In the Matrix model (Rawson et al., 1994) it appeared that a phased treatment
program with counseling, self-help, a "12-step approach", and relapse prevention
was effective. An additional benefit was that this program effectuated safe sexual
behaviour (Shoptaw et al., 1994)

On the supposition that the American situation was not competely comparable
with the situation in the Netherlands, a supplementary investigation was
undertaken. From interviews with key informants within the Rotterdam addiction
care services it became apparent that most care providers lacked knowledge,
methods, and competency to deal with crack addiction. There was no theoretical
basis on which their therapeutic actions could be geared. The care providers
stated that professional training should be the basis for any new plans. As a
possibility for crack-related care, a low-threshold walk-in service was suggested.
From here various activities could be undertaken, such as psychoeducation,
prevention services, counseling, group therapy, acupuncture treatments. and
money management.

The interviewed crack abusers reported to need immediate help with organi-
zing basic needs, such as accommodation, social security, medical care, and a
useful occupation. Due to their marginalized position there was a lack of these
material matters. Although assistance in quitting crack was desirable, the majority
had, after countless failed attempts at detoxication centres, little confidence in
their chances. The interviewees were divided concerning the possibilities for

acquiring techniques to regulate crack abuse. Particularly the most severely-
addicted individuals were sceptical about the self-control hypothesis'. One
treatment option suggested was a time-out, i.e. a place were one could recover
from a period of excessive crack abuse.

In the development of Take Five the above-mentioned suggestions were taken
into account. The program offered five services: a 24-hour crisis facility, counse-

ling, a group course dealing with self-control (combined with education from
trained peers), practical help, and aftercare. Acupuncture treatments and money

management were offered as additional incentives. In 1997 Take Five was given
a 3-month trial. Results indicated that this program represented too high a
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threshold for the most impaired crack abusers; this was mainly due to the
chosen opening hours for the walk-in service, and the lack of outreach. Since it                               
was exactly the group of chronic, high-risk crack abusers that would benefit from
another form of care, it was decided to adapt Take Five to this population. Finally,
in OTP strong emphasis was placed on assertive outreach; providing intensive                           1
support in the community to increase treatment engagement and compliance.
The underlying rationale was that with a focus on "grab and hold", the intake rate
would improve and dropout diminish.

1.8 Program rationale of OTP
0TP consisted of assertive outreach, a time-out service, case management, as

well as adjunctive services (e.g. a walk-in service and acupuncture treatments)
used as incentives.

Assertive outreach involved both recruitment and motivational outreach. First,
the outreach staff located potential candidates and tried to encourage their
participation in OTR After enrolment, outreach was carried out if clients dropped
out prematurely and without a legitimate reason.

Acute crisis service was arranged in several Bouman clinics. A priority policy
was drawn up for OTP clients, on the condition that a crisis situation was first
determined by a psychiatrist. Clients were hospitalized for a few days or weeks
so that medication for psychiatric symptoms could be arranged and further treat-
ment evaluated. OTP outreach workers visited the client daily; for less severe
situations clients could rest on camp beds available on 0TP in the daytime.

Treatment services included crack-related education, medical care, social
services, and psychosocial counseling. In the initial stage of treatment, emphasis                        I
was placed on social services. The underlying rationale was that without meeting
the clients' immediate basic survival needs, no therapeutic success could be                               '
achieved. Additionally, OTP staff facilitated access to medical, social, and legal
specialists. If necessary, a psychiatric consultation could be arranged. A walk-in
service and acupuncture treatments were used as on-the-spot incentives,
because pilot data indicated that these adjunct services were associated with
high compliance.

1.9 Study questions
Empirical data from the RCT and the process evaluation will provide back-

ground theory in the search for an effective treatment model for chronic, high-risk
crack abusers who are, despite their severe problems, insufficiently (or
unsuccessfully) engaged in treatment other than methadone maintenance. By
reviewing the problems defined and the goals set in this study, the following main

questions will be addressed:

1.  Does OTP offer an attractive option in terms of treatment compliance?
2. Does 0TP have a positive impact on the client's physical condition and

drug-related problems?
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3. What are the client's opinions about OTP?

An additional three studies were conducted to provide information on a) the
internal validity of our study regarding the second outcome measure "improve-
ments", b) gender differences in study results, and c) OTP's agreement with a
treatment model already proven effective, i.e. assertive community treatment
(ACT). These studies address the following questions:

4. What are the consequences of 'Taking bad" in not-to-blind public health
research that is dependent on existing baseline data, and how can this
response bias be avoided?

5. Do gender differences exist in the client's problem severity and treatment
compliance, outcome, and satisfaction?

6. What are the similarities and differences between 0TP and ACT according to
criteria as defined in the Dartmouth Assertive Community Treatment Scale,
and in what ways should ACT be modified to possibly better serve high-risk
crack abusers?

1.10 Structure of the thesis
In this thesis the study questions are elaborated in Chapters 3 to 6. Since these
Chapters include manuscripts that have been submitted to international scientific
journals, some overlap exists in the descriptions of methodology and treatment.

Chapter 2 outlines the design of the study and the methods and materials used.
Chapter 3 presents the main results of the RCT and the process evaluation.
Chapter 4 focuses on a phenomenon that was inadvertently discovered in our

study that may have endangered the internal validity regarding the second
outcome measure (i.e. "improvements"); the so-called "fake bad test response
bias". Analysis unexpectedly revealed significant between-group differences at
intake, such that the treatment group reported a more severe condition than the
control group. We hypothesize that, at the beginning of OTR the treatment group
insinuated increased severity to guarantee the attention of the care provider. It is
demonstrated how "faking bad" may occur in not-to-blind public health studies
which are dependent on existing baseline data, and the consequences thereof.

Finally, a recommendation is made to eliminate the risk of this response bias.
Chapter 5 discusses gender differences in problem severity and service needs

among the clients of OTR Main aim of this study was to get a better understan-
ding of the condition and help-seeking behaviour of a very particular subpopula-
tion among chronic, high-risk crack abusers: i.e. female street prostitutes.

Chapter 6 presents a study that compares 0TP with the ACT model. OTP's
program characteristics were examined by means of the Dartmouth ACT Scale
(DACTS) in three domains: staffing patterns, organization structure, and service
delivery features. The results of the fidelity assessment are presented, and
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directions for adapting ACT to chronic, high-risk crack abusers are given.
Finally, Chapter 7 summarizes the results of the study and discusses

implications for future service planning and policy decisions.

Notes
1. Smoking crack is not new  In the early 1980s cocaine freebase was part of

the harddrug scene around the Amsterdam Zeedijk, where mainly Surinamese
users smoked crack in a water pipe, often filled with rum or whisky. This
method, however, was not without risks. Due to the number of explosions
caused by the high alcohol percentage, this trend disappeared within about a

year (Boekhout Van Solinge, 2001).
2. Perron Nul was set up in 1991 and served as an area in Rotterdam where

harddrugs could be used without direct interference from the authorities. This
initiative fitted in the local policy to control the drugs trade and to keep hard-
drug abusers away from the criminal circuit. However, due to nuisance this
drug-using facility was closed in 1995.

3. Under article 174a of the local government legislation controlling the local
authorities, drug-usage facilities which caused a nuisance can be closed for a
maximum of one year (the so-called "mayor's closure"). Unfortunately, the
Victor Law failed due to problems concerned with producing evidence of
disturbance, and because dealers who were sent away almost immediately
settled in other parts of the city.

4. Against this background it is perhaps too easy to attribute degeneration, public
disturbance, and criminality to drug abuse alone, since it may also be due to
certain bans on drugs.

5. Cocaine can be cut with for instance lidocaine, procaine, antihistamine,
amphetamine, mannitol, and lactose (Siegel, 1979). These substances
determine the degree of purity of cocaine.

6. Antillian and Surinamese harddrug abusers tend to use solely cocaine more
often than their Dutch counterparts. These "cocainists" prefer to smoke
cocaine rather than inject it, due to the needleless route of administration.

Advantages are that there is no direct risk of abcesses, hepatitis, or HIV
infection, and smoking is not associated with a decayed "junky existence".

7. Objectives of "Scoring Results" were to improve the quality of the Dutch
addiction care through innovation, and the development of a social addiction

care policy.
8. Reviewed were treatments with the antidepressants desipramine (Kosten et

al., 1987), fluoxitine (Grabowski et al., 1991, Covi et al., 1995), and buprenor-
phine (Strain et al., 1994).
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9. This scepticism seems well grounded. Particularly in the case of excessive
crack abuse, whereby the assumption that this addiction can be solved by
self-control techniques, needs reconsideration. Nevertheless, with more insight
into addictive behaviour, crack abusers may be able to improve their situation
in the short term.
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2

Study design,
methods, and materials
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2.1 Introduction
This Chapter presents the study design and the used methods and materials.

After brief descriptions of study population, inclusion criteria, calculation of the
sample size, prerandomization, selection, recruitment, and availability of follow-

up data, in Part 1 the RCT is outlined, followed by the process evaluation in Part
2. In these Sections the study design, methods, instruments, and statistical

analysis are reviewed. Part 3 of this Chapter deals with the additional three
studies (see Chapter 1, study questions 4 to 6).

2.2 Study population
The study aimed at chronic, high-risk multiple-substance abusers with an

extreme reliance on crack. Within this population those subjects whose current
situation was critical were selected. Characteristics of the target group were
a low education and high levels of unemployment, homelessness, chronic
diseases, illegal activities, incarceration, family and social problems, and dual
diagnosis (i.e. the prevalence of addiction in combination with other severe

psychiatric disorders).
In addition, the study was particularly designed to include crack abusers who

were either insufficiently or unsuccessfully engaged in the regular addiction care
services of Rotterdam. Crack abusers who were insufficiently engaged in treat-
ment tended to refuse any form of help, despite their serious and sometimes

life-threatening situation. Underlying motives for this care-avoidance were a
continuous struggle to survive, the lack of a deeper understanding of their
harmful condition, and disappointment in earlier received care. Conversely, crack
abusers who were unsuccessfully engaged in treatment were highly involved in
certain programs, however, with inadequate results. The fact that, at that time,
standard addiction care services had focused only on heroin addiction by
providing methadone maintenance and long-term, abstinence-based treatments,
also contributed to this ineffectiveness.

2.3 Inclusion criteria
Key conditions for participation were related to age, place of residence, drug

abuse history, current drug abuse patterns, and problem severity. To guarantee
the admission of the most impaired individuals among the population of crack
abusers, a bare minimum of exclusion criteria have been formulated. Subjects
with severe medical problems which were contraindicated for participation were
excluded, as well as subjects who did not meet the seven inclusion criteria as
mentioned below.

Subjects of this study:
1. Are at least 25 years old.
2. Are able to adequately communicate in Dutch.
3. Are legally competent to provide written informed consent.
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4. Congregate in the traditional opiate circuit of Rotterdam.
5. Are multiple-substance abusers with a chronic, relapsing crack abuse.
6. Have current and severe problems in various life areas.

7. Are insufficiently or unsuccessfully engaged in standard addiction care
treatments (other than methadone maintenance).

To include crack abusers with relatively long addiction careers, age was set at
a minimum of 25 years (item  1). The choice for exactly this age was, however,
somewhat arbitrary. Since psychosocial counseling was part of OTR candidates
needed to be able to adequately communicate in Dutch (item 2). Items 3 and 4
need no further explanation. With respect to item 5, subjects who used both
heroin and cocaine for at least five years were included. During this period, crack
needed to be smoked in large amounts on an (almost) daily basis or in so-called
"binging" periods, i.e. for at least two consecutive days a week. Item 6 included
subjects with severe problems in the life areas physical health, employment /
education / income, substance abuse, legal status, family and social relations,
and psychiatric status. Item 7 is illustrated in Section 2.2.

2.4 Calculation of the sample size
To determine the sample size needed to demonstrate effect, the compiled

scores of the Addiction Severity Index (McLellan et al., 1980) regarding the life
areas employment / education / income, substance abuse, and social relations
were used for a one-sided evaluation of two groups under alpha = 0.05 and
beta = 0.80. These particular ASI items were selected since their scores were
expected to be severe enough to generate a treatment effect. Existing data of
multiple-substance abusers in the methadone maintenance programs of
Rotterdam were used to estimate the scores. Among this population, subjects
were selected who reported to use cocaine as a first or second drug.
Calculation of the sample size revealed that to detect a 10% deviation  in

averages between treatment and control group, each group would have to consist
of 80 subjects. A dropout rate of 30% was taken into account. Estimation of the
number of dropouts was ample, considering the intensity of assertive outreach in
OTR

It is worth mentioning that the purpose of the sampling procedure was to
recruit a particular target group for a RCI not to obtain a statistically representa-
tive sample of the source population of crack abusers in Rotterdam. In RCTs it is
common practice to make a selection of group characteristics at different levels.

That this may lead to limitations in the generalizability of the study results is
regrettable but logical, since in RCTs the internal validity has priority.
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2.5 Prerandomization procedure

Figure 2.5 Conventional randomization procedure versus Zelen design.

Standard design Zelen design

IC

TO

V                        V

Randomization

IC

TO

IC = Informed consent procedure
TO = Baseline assessment

Tl                                       Tl            Tl = Follow-up assessment

V                     V

As illustrated in Figure 2.5, this study refrained from the traditional randomiza-
tion procedure by asking the subjects to give consent to receive the treatment to
which they were randomized, thus not to the randomization itself (Zelen, 1979).
Although in clinical trials it is conventional practice to seek patient consent imme-
diately before randomization takes place, the Zelen design may be preferable
under specific circumstances (Sturmans, 1998, Schellings et al., 1999). The fact
that OTP included a novel, attractive, and not-to-blind treatment for a partly
unknown target population determined the choice for prerandomization, since
these key features could pose serious threats to the internal validity of this study.

Namely, to offer a 50% chance of treatment under these conditions could lead to
disappointment and distress among the subjects of the control group, resulting in
increased rates of noncompliance or loss to follow-up. Secondly, in our opinion, a
difficult-to-reach sample with in principle no articulated need for help should have
the full opportunity to enter the treatment program if they wanted to, because
they were intensively contacted and motivated. To meet ethical concerns about
the control group not being aware of participation in a trial (as in the traditional
Zelen design), in this study a double-consent procedure was used, meaning that
both groups signed a written informed consent.

Ethical and legal consequences of prerandomization were well-considered in
this study. The vulnerable position of the control group was protected through
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clear regulations of recruitment and informed consent, based on the principles of
a "good clinical practice". No adverse effects were caused by exclusion from OTP
beforehand, and privacy and autonomy were ensured. Subjects were fully free to
participate or not. If participation was refused, all basic data were immediately
destroyed. Approval with the treatment protocol was given by the Bouman
institute internal ethical committee.

2.6 Selection and recruitment
Main  goals of the recruitment procedure were to identify a total of 160 crack

abusers who met the criteria for participation and to admit them to the study.
Since approximately 40% of these subjects was not currently involved in
standard treatment (see Section 1.5), recruitment also had to take place in
non-institutional settings. Hereto, the following steps were undertaken:

1. Development of a provisional geographical map with particular finding spots.
2. Development of a broad network of key informants who delivered basic data

of potential candidates.

3. Screening of the predefined list of names.
4. Recruitment of the eligible candidates.

Geographical map
To increase the possibility of access, prior to the start of the study, particular

catchment areas in and outside the regular addiction care system were registe-
red in a provisional geographical map. For the registration of potential finding
spots within the institutional settings the "social chart" was consulted (Van
Fessem et al., 1999). This chart contained all standard addiction care services
including low-threshold programs, day activity centres, and night shelters. Extra
efforts were made to identify potential finding spots outside the institutional set-
tings. A female key guide, a well-known insider of the Rotterdam harddrug scene,
provided access to streets and communities where the target group was known

to congregate and conduct their business; e.g. crack-selling and/or crack-usage
locations (so-called "basements"), day shelters, decayed urban districts, public
transportation zones, and the informal care services of the St. Paul's Church and
the Junkie's Union. The help of this key guide was vital because she facilitated
access to the hidden scenes of crack abusers. In addition, the OTP staff's
connection with her granted them a certain legitimacy in the field.

Network of key informants
With the provisional geographical map as a guideline, key informants who were

closely connected to chronic, high-risk crack abusers were contacted and asked
to provide referrals to other recruitment settings so that the network could be
updated continually. In an invitational meeting thirty key informants were informed
about the study and the criteria for participation. They were also asked to deliver
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basic data (surname, nicknames, sex, date of birth, and possible places of
residence) of potential candidates. Key informants who did not attend the
meeting were sent a written request for participation.

Not every key informant responded to our request for participation. Reasons
for refusal were associated with a trustful relationship with the target group and
moral objections against the preselection of names. It was remarkable that only
the institutional key informants objected against the preliminary delivery of
names. In our study we have frequently dealt with what Lewis and colleagues
(1992) termed "gate keepers": persons in conventional institutions who limited
access to the study population and, by that, increased the difficulty of
recruitment.

Finally, a reduced network of twenty-one key informants targeted 386 potential
candidates. Almost half of them (43%) were noninstitutional key informants and
they delivered candidates from illegal crack-selling and/or crack-usage locations,
and from informal care services.

Screening
The predefined list of names was screened to eliminate inclusion errors and

double counts. First, the OTP staff checked the eligibility of each known
candidate. For the unknown candidates the existing data sources of the
Rotterdam addiction care service were consulted. If information was not
available, the key informant was contacted. If a candidate met the inclusion
criteria, a randomization form was filled in. This form included minimal personal
descriptions and potential finding spots, and was used in contacting the
candidate.

The screening process lifted out 101 inclusion errors and 20 duplications.
Thus, finally, the list provided 265 eligible candidates for the study.

Recruitment procedure
After the screening the eligible candidates were randomly assigned to the

treatment or control group. Admission was controlled by a phased flow, with a
maximum of 80 individuals per group needed for the RCT. In both study groups
the subjects were divided into two categories: "participants" and "waiting list
members". If a participant appeared to be not available, the waiting list
immediately provided another subject.

Using the randomized list of names, the OTP outreach staff entered the com-
munity to search for candidates for the experimental program. Staff members
spent as much time as possible in the recruitment settings to contact the treat-
ment group, to establish some level of familiarity and trust, and to promote OTR
Meanwhile, educational materials were distributed and, if necessary, referrals to
medical care were made. The control group was contacted in a similar way, but
by another group of outreach workers. Although these subjects were not asked
to participate in OTR we obtained agreement for the interviews and for the
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assessment of compliance with standard care.

According to Williams and colleagues (1992) the appropriate mindset of a
"streetwise" outreach worker is to be cautious, friendly, understanding, and open.
In this study, outreach staff members were selected based on their knowledge

concerning the appropriate style and behaviour, and their skills in handling
difficult situations.

2.7 Flow chart of the selection process
Table 2.7.Flow chart of the selection process.

Original list of names Treatment group Control group
N = 265 133 132

Remained on waiting list 26 39

Untraceable                                                           7                                            9

Not contacted
N = 81, 30.6% 33                       48

Refusals 2 - -- 2
Abstained from crack use 9      -                    7

M6ved                                                                       12                                                 3
In treatment 1                                             3

Incarcerated 4                          -

Contraindicated medical problems 2    4
Died                                                                     4                                            8
Others                                                                                 3

Not available
N = 60,22.6% 37                        23

Available for RCT
N = 124, 46.8% 63 61

During the 13-month recruitment phase, 81 subjects (30.6%) of the study
population were not contacted by the outreach teams (Table 2.7). Within this
group, the vast majority remained on the waiting list and a smaller number of
subjects was untraceable. A total of 60 subjects (22.6%) appeared to be not
available for the study for several reasons. Most of them moved outside
Rotterdam or reported to have abstained from crack use. The category "Others"
included two subjects who had been removed from the list due to extremely vio-
lent behaviour. One person was excluded because of privacy considerations.

Finally, 124 subjects were available for the RCT (treatment group: N = 63, control

group: N = 61), which was almost half of the subjects on the original list (46.8%).
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2.8 Availability of follow-up data
Analyses at baseline were based on 124 subjects. However due to the

premature closing of 0TP by the project's management at the Bouman institute,
for 30 of the 63 subjects in the treatment group the study period was shortened.
Unfortunately, prolongation of 0TP was not possible, due to funding reasons.
Therefore, in this group subsequent analyses were based only on those

33 subjects who entered 0TP in the first stage of admission and therefore
participated in the full study period of 8 months.

We presume that the exclusion of the 30 subjects did not confound the value
of the study results since these subjects were not lost to follow-up, but were
deliberately omitted from post-treatment analysis. Between-group analysis
revealed no significant differences in baseline characteristics, so that there is
no reason to assume that the 30 omitted subjects differ from the 33 included

subjects.

2.9 Outline of the studies

Part 1:  Randomized controlled trial

Table 2.9 General outlines of the randomized controlled trial.

Study design Randomized controlled trial (double-consent design)
Objectives Analysis of the effectiveness of OTP
Outcome measures Treatment compliance

Treatment improvements
Instruments Computerized client information system

EuropAsi questionnaire
Data collection Monthly registrations of treatment attendance

Semi-structured interviews at baseline and follow-up

Quality of care depends on, amongst other factors, the efficacy of health care
interventions (Verhagen, 1999). A RCT is the acknowledged "gold standard" to
determine a causal relation between treatment and effects (Wells, 1999, Wessely,
2001, Featherstone and Donovan, 2002). This type of trial is unique among epi-
demiological studies in that it allows the investigator experimental manipulation. If
patients are randomly allocated to two or more treatments this will eliminate both
selection bias and confounding since important imbalances between the study
groups can now only occur by chance (Hotopf et al., 1999). These study
characteristics were the basis for our choice for a RCT.

In the RCT subjects treated in 0TP and standard addiction care (treatment
group) were compared with subjects treated in standard addiction care only
(control group) on the outcome measures "treatment compliance" and "treatment
improvements". These outcome measures correspond to the first and second

study questions (see Chapter 1).  Main goal of the RCT was to evaluate the
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effectiveness of a novel treatment, with the intention to ground theory for an
evidence-based practice for chronic, high-risk crack abusers who are not
(sufficiently) engaged in treatment other than methadone maintenance.

First, in both groups, data on compliance with standard care were collected
through monthly registrations of treatment attendance and selected items of the
EuropAsi questionnaire. Standard care was provided by the Bouman institute and
consisted of methadone maintenance programs, drug usage locations, a walk-in
service, an outpatient rehabilitation program, and a clinic. Compliance with stan-
dard care was compared at baseline and after an 8-month follow-up. Secondly,
within the treatment group compliance with 0TP was determined by analyses of
individual scores of participation, gathered during months 1 to 8 of treatment. To
determine average duration and intensity of OTP treatment, records were kept of
all actual treatment sessions attended. Finally, utilization levels of the separate
service items of 0TP were ascertained, as well as the intensity of assertive
outreach.

The effectiveness of 0TP was examined through interviews, conducted at
baseline and at 8-months follow-up in private face-to-face settings by trained
research volunteers. The baseline interview took about ninety minutes to
complete and the follow-up assessment took about twenty minutes. In these
interviews information was gathered on the life areas physical health, employ-
ment / education / income, substance abuse, legal status, family and social
relations, and psychiatric status.

A computerized client information system and EuropAsi interviews (Kokkevi
et al., 1994) were used to verify the two outcome measures of this study The
EuropAsi questionnaire is the Dutch version of the Addiction Severity Index;
a semi-structured questionnaire that is widely used in the field of addiction
research due to its validity and reliability (Hendricks et al., 1989).

Two research teams conducted the assessments required for the RCT Teams

and respondents were non-double-blind to the treatment condition. OTP staff
members collected data in the treatment group, while research assistants of the
Addiction Research Institute collected data in the control group. In diagnostic
research the use of different raters (observers) is generally considered as
unreliable (Altman, 1991). However, given the extensive recruitment tasks associ-
ated with a partly unknown target group, a second research team was necessary
to interview the control group. To warrant inter-rater agreement, EuropAsi
trainings and periodical meetings were compulsory for all staff members during
the study period. Additionally, observers subjective classifications of problem

severity and service needs were not included in the analysis.
Analyses were carried out using SPSS for Windows 11.0, standard version.

Comparisons of the two treatment groups on baseline characteristics were
performed using paired t-tests for continuous variables and conventional chi-
square analysis for categorical variables. The effect of 0TP was analyzed using
a repeated measures analysis (ANOVA) of within-group variance with selected

GRAB AND HOLD



31  CHAPTER 2

EuropAsi items. Main effects of treatment were adjusted for origin, homeless-
ness, and current hospitalization or incarceration.

All tests were one-sided under beta = 0.80. Alpha level was set at 0.05 for
significance and at 0.15 for noting statistical trends. Given the small sample
size at follow-up assessment, correlations need to be stronger in order to
demonstrate significance. Therefore. positive trends are also reported because
they may be relevant for future research on crack-dependent individuals.

Part 2. Process evaluation

Table 2.10. General outlines of the process evaluation.

Study design VVritten survey
Objectives Analysis of client's opinions about OTP
Outcome measures Treatment satisfaction
Instruments Client satisfaction form
Data collection Checklist, 4 months after discharge

During the last decade, in health care research the merit of "triangulation" (i.e.
the use of different data sources) is realized since information of one research
method may check the information of the other, which finally increases the
reliability of the overall study result (Garretsen, 2001). Thus, besides quantitative
information on treatment efficacy, understanding how patients view an experi-
mental treatment is important in helping to design treatment strategies that will
effectively motivate and engage them (Lovejoy et al., 1995, Rawson et al., 1991,
Condelli et al., 1991). Client's perspectives on treatment of cocaine addiction are
important as cocaine abusers are difficult to retain in treatment.

Main goal of this process evaluation was to assess whether 0TP met the
multiple-problems and service needs of chronic, high-risk crack abusers. The
outcome measure "treatment satisfaction" corresponds to the third study
question (see Chapter 1).

Approximately four months after discharge former clients of OTP filled in a
client satisfaction form developed to obtain client information on participation,
reasons for compliance, quality and comfort of service, competence of the care
provider, and self-estimation of effects. Additionally, clients rated OTP based on
the question: "How positive has this form of treatment been to you?" The scale

ranged from  1  (not at all positive) to 10 (extremely positive). These qualitative
data provided additional information to the results of the RCI The process
evaluation was carried out by an independent research team. Descriptive
statistics (frequencies and means) were used for analysis.
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Part 3: Additional studies

Study on "faking bad"
This methodological study discusses the internal validity of our RCT regarding

the second outcome measure; "treatment improvements". Main goal was to
demonstrate how the so-called "fake bad test response bias" may produce
significant between-group differences at intake in not-to-blind public health
studies which are dependent on existing baseline data, and the consequences
thereof. Review of the literature concerning prerandomization provided insight
into an important prerequisite for the appearance of "faking bad" under these
conditions. Since prerandomization is beneficial under certain conditions, but is
not yet a common strategy in public health research, a recommendation to avoid

'Taking bad" in future Zelen designed trials is made.

Gender comparison study
The aims of the gender comparison were to assess among clients receiving

0TP whether female crack users have more severe problems and/or different
service needs than men. A total of 63 chronic crack users (34 women) partici-
pated in the study at baseline. Follow-up data were available for 33 subjects
(21 women). Outcome measures included general condition, and treatment
compliance, improvements, and satisfaction.

The study made use of the existing data of the RCT and process evaluation.

Analyses were carried out using SPSS for Windows 11.0, standard version.

Comparisons of the genders on baseline characteristics were performed using
paired t-tests for continuous variables and conventional chi-square analysis for

categorical variables. Gender differences in effects of 0TP were analyzed using
a repeated measures analysis (ANOVA) of within-group variance with selected

EuropAsi items. Main effects of treatment were adjusted for age, origin, housing
conditions, and current hospitalization or incarceration, by adding these variables
as covariates. All tests were one-sided under beta = 0.80. Alpha level was set at
0.05 for significance and at 0.10 for denoting statistical trends.

Fidelity assessment
In this study 0TP was evaluated on its adherence to the already proven

effective assertive community treatment (ACT) model. Main aim was to assess

tITe efficacy of community-based interventions for chronic, high-risk crack
abusers. Adherence to ACT was tested on 25 criteria of the Dartmouth Assertive
Community Treatment Scale (Bond et al., 2000). The DACTS is a 28-item
questionnaire that measures model fidelity across a wide range of observable
criteria. In this questionnaire three dimensions are distinguished: staffing pat-
terns, organization structure, and service delivery features. The degree to which
critical ingredients of ACT were implemented in 0TP was rated with a scale
ranging from 1 to 2.9 (poorly implemented), 3 to 4.1 (moderately implemented),
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and 4.2 to 5 (completely implemented). OTP's adherence to the ACT model were
derived from multiple sources: 1) an interview with the former team leader and a
case manager of OTR 2) computerized registration data of client contacts, 3)
randomly selected clinical records, and 4) management information. Analyses
were conducted using SPSS for Windows 11.0, standard version. Descriptive
statistics were generated to evaluate adherence to ACT on each of the examined
items. Implementation scores were rated by both means and medians (the
median was used for those items where extreme data values were expected; i.e.
the items in vivo services (Sl), intensity of service (S4), and frequency of

contact (S5)).
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Abstract
Objective: In a randomized controlled trial the effectiveness of an outreach treat-
ment program (OTP) was compared with usual addiction care services for hard-
drug addicts. Methods: A total of 124 high-risk crack abusers (treatment group:
N = 63, control group: N = 61) participated in the study at baseline. Follow-up data
were available for 94 subjects. Outcome measures included treatment compliance,
outcome, and satisfaction. Data were collected by means of monthly registrations,
EuropAsi interviews and an evaluation form. Results: There was a high complian-
ce with 0TP in the treatment group; the average length-of-stay was 6.2 months,
with visits 3.4 times a week. Although both groups were well represented in stan-
dard care, participation was mainly based on methadone maintenance. Subjects
treated in OTP showed significant improvements in physical health, general living
conditions and psychiatric status, but no change in employment, substance abuse,
and legal status. Except for a significant improvement in the relationship with their
father, the control group remained almost unchanged. Clients of OTP reported
feeling very satisfied with their treatment. On-the-spot incentives and a positive
relationship with the care provider were directly associated with treatment reten-
tion. Conclusions: An outreach treatment program, as conducted in this study, is
associated with high compliance, general improvement, and treatment satisfaction.
Characteristics of this treatment modality are: 1) assertive outreach, 2) a mixed
program with incentives, and 3) a strong focus on the client-therapist relationship.
Further research is needed with larger groups and similar conditions at baseline
assessment.

Key words: assertive outreach, crack dependence, treatment outcome.

GRAB AND HOLD



37 CHAPTER 3

3.1 Introduction
This study investigated the effectiveness of an innovative crack-related treat-

ment in Rotterdam (the Netherlands). In the early 1990s major changes took
place in the traditional opiate circuit of Rotterdam. Cocaine hydrochloride (benzo-
ylmethylecgonine, CuH21NC)4) was already established, but the sudden introduc-
tion of crack led to a rapid increase in its abuse, especially among chronic multi-

pie-drug users. In 1996, the vast majority of the methadone maintenance clients
smoked crack.

Although its brief and intense "high" makes crack attractive to many harddrug
users, its excessive use can lead to severe problems on many levels. Physical
effects include serious weight loss, exhaustion, diminished resistance, lung and
heart complaints, and chronic infections (Chen et al., 1996, Platt, 1997, Waldorf
et al., 1991, Bunn and Giannini, 1992, Pascual-Leone et al., 1991). Due to
unsafe sexual behaviour crack abusers are at high-risk for HIV /AIDS, hepatitis B
and D infections, and other sexually transmitted diseases (Rounsaville et al.,
1985, McCoy and Miles, 1992, Deren et al., 1999, Rolfs et al., 1990, Marx et al.,
1991). Psychological effects of crack abuse include depression, anxiety, restles-
sness, nervousness, sensory hallucinations ("insects under the skin"), aggres-
sion, paranoid behaviour, and acute psychosis (Wikler, 1980, Forno et al., 1981,
Kosten et al., 1986). Additionally, chronic crack abuse is associated with severe
mental illness, trauma in early childhood, unemployment, social deterioration, and
legal and housing problems (Pollack et al., 1989, Yahne et al., 2002). The social

problems of crack abusers are often connected to their singularly dope-orienta-
ted, chaotic and sometimes life-threatening existence.

Despite their critical situation, crack abusers are difficult to retain in treatment
(Rawson et al., 1991, Lovejoy et al., 1995, Condelli et al., 1991). On the other
hand, no standard treatment services exist to address their problems (Monti
et al., 1997). Hoffman and colleagues (1995) asserted that since no pharma-
cological treatment for cocaine dependence has proven consistently effective,
psychosocial treatment models needed to be refined. Studies from mainly the
USA yielded promising results with behavioural approaches such as positive
reinforcement and relapse prevention strategies (Silverman et al., 1996, Carrol et
al., 1991). The community reinforcement approach (Higgins et al., 1993, 1994)
appeared to be an effective form of cocaine-related treatment (Rawson et al.,
1994). In these studies a set of behaviourally-based procedures together with
incentives showed efficacy in both treatment retention and reduction of cocaine
abuse. A randomized field experiment showed that adjunct therapies consisting
of acupuncture treatments, anticraving medication, and brainwave therapy
encouraged treatment retention but were not effective in lowering drug abuse

(Richard et al., 1995). Other studies strongly supported the usefulness of an
intensive outpatient treatment for cocaine addiction (Rawson et al., 1994;
Washton, 1989; Campbell et al., 1997). An earlier alcohol-related study
suggested that when general interventions fail, a mix of different therapeutic
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perspectives seems to be successful (Sanchez-Craig, 1980). A blended
approach geared to prevention, care, and rehabilitation was also recommended
for the treatment of crack addiction.

Based on the above data, in 1997 the Bouman addiction care service
(Rotterdam) conducted a pilot study to acquire preliminary data on an intensive
outpatient treatment program. Crack-abusing individuals attended a day program
comprising a mix of methods; i.e. a 24-hour crisis facility, counseling, a group
course dealing with self-control (combined with education from trained peers),
practical help, and aftercare. As "incentives" acupuncture treatments and money
management were offered. Pilot data showed good outcome with the more stable
clients, but poorer outcome with the most impaired clients. High relapse and
dropout rates were found among chronic multiple-drug users with compulsive
crack abuse. The Bouman institute concluded that, in order to keep this hard-
core population involved, extra arrangements had to be made. Subsequently,
the outreach treatment program (OTP) was developed, emphasizing assertive
outreach techniques to engage and retain the target group in treatment. Other
studies showed the value of outreach efforts as a means of engaging substance-
abusing individuals who might otherwise not have experienced treatment
(Gottheil et al., 1997; Rowe et al., 2002).

This study comprises the randomized controlled trial and the process evalua-
tion. Subjects assigned to both 0TP and standard addiction care (treatment
group) were compared with subjects assigned to standard addiction care only
(control group) on general condition at intake and treatment compliance, out-
come, and satisfaction. Main questions of the study were: 1) Does OTP offer an
attractive option in terms of treatment compliance, 2) Does 0TP have a positive
impact on the client's physical condition and drug-related problems, and 3) What
are the client's opinions about OTR

3.2 Methods

Setting, program rationale
From February 2000 to December 2001 the Bouman institute conducted an

innovative crack-related treatment that was specifically tailored to deteriorated
crack abusers in the inner city of Rotterdam. Strong emphasis was placed on
contacting these persons and motivating them to participate in treatment. OTP
consisted of assertive outreach, a time-out service, case management, as well
as adjunctive services (e.g. a walk-in service and acupuncture treatments) used
as incentives.

Assertive outreach involved both recruitment and motivational outreach. First,
the outreach staff located potential candidates and tried to encourage their
participation in OTR After enrolment, outreach was carried out if clients dropped

out prematurely and without a legitimate reason.
Acute crisis service was arranged in several Bouman clinics. A priority policy

GRAB AND HOLD



39 CHAPTER 3

was drawn up for OTP clients, on the condition that a crisis situation was first

determined by a psychiatrist. Clients were hospitalized for a few days or weeks
so that medication for psychiatric symptoms could be arranged and further
treatment evaluated. OTP outreach workers visited the client daily; for less
severe situations clients could rest on camp beds available on 0TP in the
daytime.

Treatment services included crack-related education, medical care, social
services, and psychosocial counseling. In the initial stage of treatment, emphasis
was placed on social services. The underlying rationale was that without meeting
the clients' immediate basic survival needs, no therapeutic success could be
achieved. Additionally, OTP staff facilitated access to medical, social, and legal
specialists. If necessary, a psychiatric consultation could be arranged. A walk-in
service and acupuncture treatments were used as on-the-spot incentives,
because pilot data indicated that these adjunct services were associated with

high compliance.
The client-therapist relationship was an important characteristic of OTR One of

the main reasons for increasing engagement levels in treatment, is a strong and

positive attachment to a therapist (Lovejoy et al., 1995). In 0TP a dialogical
relationship built on trust, understanding, and education was considered to
be important. Care providers were responsive and affectively involved, and
maintained an ongoing supportive, approving, and encouraging attitude.

Clients
To qualify for inclusion, participants had to be aged over 25 years, able to

adequately communicate in Dutch, legally competent to provide written informed
consent, and currently living in the inner city of Rotterdam. Approval with the
treatment protocol was given by the Bouman internal ethical committee.

Sample size
Calculation of the sample size revealed that to detect a 10% deviation  in

averages between treatment and control group, each group would have to consist
of 80 persons. A dropout rate of 30% was taken into account. Estimation of the
number of dropouts is ample, considering the intensity of recruitment activities in
OTR

Analyses at baseline were based on 124 subjects. However, due to the
premature closing of 0TP by the project's management at the Bouman institute,
for 30 of the 63 subjects in the treatment group the study period was shortened.

Unfortunately, prolongation of the experimental program was not possible, due to
funding reasons. Therefore, in this group subsequent analyses were based only
on those 33 subjects who entered 0TP in the first stage of admission and
therefore participated in the full study period of 8 months.
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Randomization, recruitment
A total of 124 subjects were recruited from institutional and non-institutional

settings. Key informants delivered candidates by reporting minimal personal
descriptions (surname, nicknames, gender, date of birth, and possible places of
residence) on a pre-defined form. They also administered a short questionnaire
to confirm eligibility of these candidates. Candidates were randomly assigned to
either the treatment or control group. Using the randomized list of names, OTP
outreach staff entered the community to gain informed consent of the treatment

group. The control group was contacted in a similar way, but by another group of
outreach workers (see Data Collection). Although these subjects were not asked

to participate in OTR we obtained their agreement for the interviews and for the
assessment of compliance with the standard addiction care services.

The method of prerandomization used in this study implied that subjects were
asked to give consent to receive the treatment to which they were randomized,
thus not to the randomization itself (Zelen, 1979). Although randomization after
the informed consent procedure is the most common strategy in clinical trials, the
Zelen design may be preferable under specific circumstances (Sturmans, 1998,
Schellings et al., 1999). The fact that 0TP was a novel, attractive, and not-to-
blind treatment for a partly unknown target population determined the choice for

prerandomization, since these key features could pose serious threats to the
internal validity of this study. Namely, to offer a 50% chance of treatment under
these conditions could lead to disappointment and distress among the subjects
of the control group, resulting in increased rates of noncompliance or loss to

follow-up. Secondly, in our opinion, a difficult-to-reach sample with in principle no
articulated need for (additional) care should have the full opportunity to enter the
treatment program if they wanted to, because they were intensively contacted
and motivated. To meet ethical concerns about the control group not being aware

of participation in a trial (as in the traditional Zelen design), in this study a
randomized double-consent procedure was used. meaning that both groups
signed a written informed consent.

Outcome measures
Prior to analyses, all baseline measures were tested for between-group

differences. Variables were divided into seven domains for interpretation: social

demographics, employment / education, health status, drug abuse, legal status,
social relations, psychiatric status, and engagement in usual care.

In both groups, data on compliance with standard care were collected by
means of monthly registrations of treatment attendance and selected items of
the EuropAsi questionnaire. The EuropAsi is the European version of the
Addiction Severity Index (McLellan et al., 1980); i.e. a validated and structured
interview designed to assess problem severity and service needs in several life
areas. Standard care consisted of methadone maintenance programs, drug
usage locations, a walk-in service, an outpatient rehabilitation program, and a
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clinic. Compliance with standard care was compared at baseline and at 8-months
follow-up. Additionally, within the treatment group compliance with 0TP was
determined by analyses of individual scores of participation, collected during
months 1 to 8 of treatment. To determine average duration and intensity of OTP
treatment, records were kept of all actual treatment sessions attended. "Regular
participation" was defined as at least four months of treatment, with dropout
periods of less than two months. Finally, the use of the separate service items of
0TP was ascertained, as was the intensity of assertive outreach.

The effect of 0TP was examined through the EuropAsi questionnaire,
administered at baseline and at 8-months follow-up in private face-to-face
settings by trained research volunteers. The baseline interview took about
90 minutes to complete and the follow-up assessment took about 20 minutes.

A modified version of a client-satisfaction questionnaire was developed to
obtain client information on participation, reasons for compliance, quality and
comfort of service, competence of the care provider, and self-estimations of
effects. Additionally, former clients rated OTP based on the question: 'How
positive has this form of treatment been to you?' The scale ranged from 1 (not
at all positive) to 10 (extremely positive).

Data collection
Three research teams conducted the assessments required for this study.

Teams and respondents were non-double-blind to the treatment condition. OTP
staff members collected data in the treatment group, while assistants of the
addiction research institute IVO collected data in the control group. In diagnostic
research the use of different raters (observers) is generally considered as un-
reliable (Altman, 1991). However, given the extensive recruitment tasks associated
with a partly unknown target group, a second research team was necessary to
interview the control group. To warrant inter-rater agreement, EuropAsi trainings
and periodical meetings were compulsory for all team members during the study
period. Independent interviewers carried out the process evaluation.

Analysis
Analyses were carried out using SPSS for Windows 11.0, standard version.

Baseline characteristics of the two groups were compared using paired t-tests
for continuous variables and conventional chi-square analysis for categorical

variables. The effect of 0TP was analyzed using a repeated measures analysis
(ANOVA) of within-group variance with selected EuropAsi items. Main effects of
treatment were adjusted for origin, homelessness, and current hospitalization or
incarceration.

All tests were one-sided under beta = 0.80. Alpha level was set at 0.05 for
significance and at 0.15 for noting statistical trends. Given the small treatment
group at follow-up assessment, correlations need to be stronger to demonstrate
significance. Therefore positive trends are also reported, because they may be
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relevant for future research on this topic. The process evaluation was analyzed
using descriptive statistics.

3.3 Results

Sample characteristics
Table 1 presents baseline characteristics of the study population. There were

no significant differences in demographic and socio-economic data. There was.
however, a remarkably high presentation of female harddrug users in the total
sample (almost 50%), compared to about 25% women in the Dutch methadone
maintenance programs. Furthermore, in the treatment group there were trends
for more women (54 vs. 41%, p = 0.15), more homeless persons (58.7 vs. 45%,
p = 0.13), and fewer persons of Dutch origin (60.3 vs. 73.7%, p = 0.12).

General condition, compliance with standard care
Prior to participation in this study, both groups were assessed on their general

condition and compliance with standard care (Table 2). Based on the inclusion
criteria, the total sample presented a broad spectrum of severe drug-related
problems. In both groups rates of physical and psychological impairment were
extremely high, as were rates of lifetime and current substance abuse and arrest
history. There were significant between-group differences in health status, drug
abuse, social relations, and psychiatric status.

In the treatment group 58.7% reported chronic physical problems vs. 41% in
the control group (p = 0.05). Age of onset of heroin abuse differed significantly
between the groups: 15.1 (SD = 5.3) years for the treatment group vs. 12.7 (SD
= 6.9) years for the control group (p = 0.03). Significantly more subjects of the
treatment group reported crack to be their most problematic drug (37.1 vs. 18%,
p = 0.02). Problem severity and service needs were significantly higher in the
treatment group (26.2 vs. 11.9, p = 0.05, 19.7 vs. 3.4, p = 0.01). Current
depressive symptoms were overrepresented in the treatment group (58.7 vs.
41%, p = 0.05), as were current anxiety symptoms (58.7 vs. 36.1%, p = 0.01).

At baseline, no significant between-group differences were found in treatment
exposure; both the treatment and control group were considerably engaged in
standard care. However, compliance with standard care was strongly associated
with methadone use only, and not with other services. At the end of the study
period there were no significant between-group differences in duration and
intensity of treatment sessions in standard care (data not shown).

Compliance with OTP
The treatment group showed a high compliance with OTP; 30.3% attended the

full 8 months of treatment and 54.5% participated from 4 to 7 months in OTR
Twenty-seven subjects (81.8%) met the criteria for regular participation; these
clients attended at least 4 months of OTP treatment and had a dropout period of
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less than 2 months. The average length-of-stay in 0TP was 6.2 (SD = 1.9)
months. During the study period 2,804 visits were counted, resulting in 13.7
individual visits per month (i.e. 3.4 visits per week).

All subjects of the treatment group visited the daily walk-in service and
received crack-related education. OTP provided social services for almost every
client (97%). Furthermore, 69.7% received medical care and acupuncture
treatments, 57.6% made use of the outpatient time-out service, 54.5% had
psychosocial counseling, 42.4% was hospitalized in the time-out service, and
15.2% applied for a psychiatric consultation.

On average, subjects were contacted 4.1 (SD = 3.2) times before they decided

to participate in OTR On an individual basis. each month 1.3 (SD = 2.2)
motivational contacts took place to reduce dropout.

Treatment outcome
Table 3 presents the changes in EuropAsi-life areas in both groups. The

treatment group made significantly more improvements than the control group in
physical health, general living conditions, and psychiatric status. At 8-months
follow-up the treatment group was prescribed less medication on a regular basis

(from 45.8 to 36.7% (p = 0.01). Subsequently, the percentage of homeless

subjects decreased from 75.8 to 20% (p = 0.00), whereas satisfaction with
leisure activities increased from 17.2 to 63% (p = 0.00). With respect to psychia-
tric status, after discharge the treatment group reported a significant reduction in

anxiety symptoms (from 66.7 to 62.1%, p = 0.05) and in concentration disorders

(from 63.6 to 58.6%, p = 0.05). Positive trends emerged in more satisfaction with

living conditions (from 34.5 to 65.4%, p = 0.10), less days per month with family
problems (from  13.2 to 2.8 days, p = 0.07), reduced service needs for social

problems (from 19.4 to 3.3, p = 0.07), and reduced service needs for psychiatric
symptoms (from 45.5 to 30%, p = 0.13). OTP had no significant effects on

employment / education / income, substance abuse, and legal status.
At the end of the study period, the control group had a significant decrease in

problems with their father (from 35.7 to 3.5%, p = 0.04). However, the mean
number of days per month with social problems significantly increased from

0.5 (SD = 1.7) to 1.9 (SD = 6.5, p = 0.05). There were trends for less unstable

housing conditions (from 45 to 28.3, p = 0.10) and more suicidal ideations

(from 4.9 to 15.2%, p = 0.07). Finally, there were no changes in physical health,
employment / education / income, substance abuse, and legal status.

Treatment satisfaction
Approximately four months after discharge 20 subjects of the treatment group

filled in a client satisfaction form. Clients' opinions about OTP corresponded with
the results of the randomized controlled trial. The interviews revealed a high level
of treatment acceptability; i.e. 70% visited OTP on an almost daily basis, 15%
paid a weekly visit to OTR and 15% participated every now and then.  Data gave
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no clear insight into reasons for temporary or definitive dropout.
Social services, the inpatient time-out provision, and psychosocial counseling

were highly appreciated. However, according to the clients, on-the-spot incentives
and a positive relationship with their care provider were more strongly associated
with treatment compliance than the OTP services. Most clients (75%) approved
the way care providers treated them; they received enough time and attention,
felt respected, and experienced a supportive attitude among the members of
0TP staff. In general, clients appreciated the extra efforts the OTP staff made to
reach out to them. Moreover, 65% of the respondents reported they would not
have been able to enter treatment without the ongoing recruitment activities of
0TP staff, and 55% would have left treatment prematurely if they had not been
motivated again.

A total of 85% mentioned short-term improvement in at least one life area. On
average, a reduction of symptoms was apparent in 3.4 (SD = 3.0) life areas;
improvements in general living conditions were most frequently mentioned.
According to the clients, 0TP had little effect on employment, income, and legal
status. Finally, 45% of the respondents rated OTP with a score of  >8 out of  10.
The average score of 7.9 (SD = 1.2) was more than two grades higher than the
average score given to the standard addiction care services in Rotterdam,
acquired in a comparable study on client satisfaction; these latter services were
rated 5.6 (Van der Poel et al., 2001).

3.4 Discussion
The present study examined the effectiveness of an outreach treatment

program (OTP) that was tailored to the multiple problems of chronic, high-risk
crackabusers. Subjects assigned to both 0TP and standard addiction care
(treatment group) were compared with subjects assigned to standard addiction
care only (control group) on general condition at intake and treatment
compliance, outcome, and satisfaction.

The total sample presented a broad spectrum of severe drug-related problems,
with high rates of physical / psychological impairment, substance abuse and
arrest history. However, the situation of the treatment group was significantly
worse on the life areas physical health, drug abuse, social relations, and
psychiatric status.

Both groups showed a high compliance with standard care. At baseline the
majority was already engaged in some form of treatment, but methadone
maintenance programs were overrepresented (whereas practically no use was
made of the additional services provided by the Bouman institute). At 8-months
follow-up, no significant changes had taken place in compliance with standard
care.

Study results indicate that, combined with standard care, 0TP had a strong
binding effect on the treatment group. More than half of the subjects (54.3%)
participated from 4 to 7 months in the program, and 30.3% used the full 8
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months available for this additional treatment. Most clients (81.8%) met the
criteria for regular participation: at least 4 months of OTP treatment were atten-
ded, with dropout periods of less than 2 months. In the 8-month study period the
average length-of-stay in OTP was 6.2 months. In this period 2,804 visits were
counted, resulting in 13.7 visits per month (i.e. 3.4 visits per week). These results
are encouraging, considering the poor outcomes often reported in treating
cocaine-dependent individuals. High compliance with 0TP was certainly the
result of assertive outreach, conducted by the OTP staff members: on average
4.1 outreach contacts took place before subjects decided to participate in OTR
and dropouts were re-engaged monthly.

Subjects in the treatment group showed more significant short-term improve-
ments than subjects in the control group. The treatment group was prescribed
less medication, satisfaction with leisure activities increased, and homelessness
and anxiety / concentration disorders decreased. There were positive trends
for more satisfaction with leisure activities, less days per month with family
problems, a decrease in service needs for social problems, and a decrease in
service needs for psychiatric symptoms. Except for a significant reduction in
current conflicts with their father, the control group remained almost unchanged.
At the end of the study period this group significantly increased their social

problems. There were trends for less unstable housing conditions and more
suicidal ideations.

Most subjects attributed their treatment compliance to adjunct services used as
incentives and a positive attachment to their care provider. Assertive outreach
was also important for compliance in more than half of the clients. Furthermore,
the inpatient time-out provision, social services, and psychosocial counseling
were highly recommended by the former clients of OTR Consistent with the
results of the randomized controlled trial, short-term effects of 0TP were mainly
mentioned in general living conditions. Finally, 0TP was well accepted (i.e.
average rating of 7.9 out of 10).

Two study limitations need discussion. The first drawback is the small sample
size (N = 94) involved in the follow-up assessments. The exclusion of 30 subjects
of the original treatment group (see Methods Section, sample size) may harm
the validity of the study results. However, since this exclusion was induced by

funding problems and not by selective dropout, there is little evidence for a
response bias. We presume that the exclusion of the 30 subjects did not
confound the value of the study results since these subjects were not lost to
follow-up, but were deliberately omitted from post-treatment analysis. Between-

group analysis revealed no significant differences in baseline characteristics,
so that there is no reason to assume that the 30 omitted subjects differ from the
33 included subjects.

A second difficulty is that analysis of baseline measures unexpectedly revealed
significant between-group differences on several life areas of the EuropAsi

questionnaire. Broadly speaking, the treatment group reported a more severe
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condition at baseline than the control group. What might appear to be a failed
randomization procedure, may in fact reflect an important phenomenon called

"faking bad" (Streiner and Norman, 1995). It is plausible that, at the beginning of
0TR the treatment group insinuated increased severity to guarantee the attention
of the care provider. Although there are strategies for dealing with unequal
groups at baseline, they appear to be inadequate to adjust for this failure in data
collection. If this malingering really occurred, then there is a possibility that the
results of the second study question (i.e. "treatment improvements") were biased.
On the other hand, in 0TP the positive treatment outcome was in line with the

high levels of compliance and satisfaction in the treatment group. Thus, evidence
from diverse sources deny the existence of 'Taking bad" in our study.

Despite these limitations, 0TP is promising as an effective treatment for
chronic, high-risk crack abusers. The program was associated with high levels
of treatment compliance and client satisfaction (at least for the less indigent

subjects) among a population specifically selected on severe impairment.
Essential characteristics of this treatment modality are: 1) assertive outreach
to encourage enrolment and decrease dropout, 2) a mixed set of services with

on-the-spot incentives, and 3) a strong focus on the client-therapist relationship.
Further research is needed with larger groups and similar conditions at baseline
assessment.
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Table 1. Differences at intake between the treatment group (TG: receiving
0TP and standard care) and the control group (CG: receiving
standard care only) in demographic and socio-economic data.

TG CG
N=63 N=61 Analysis

EuropAsi life area        Mean      SD      N      %     Mean      SD       N         %     p.value

Social demographics
Male 29 46.0 36 59.0 n.s.
Female 34 54.0 25 41.0 0.15

Age (years) 37.0 5.3 37.8 5.6 n.s.

Born in the Netherlands 38 60.3 42 73,7 0.12
Never been married 44 69.8 46 78.0 n.s.
Less than,high school 40 63.5 40 65.6 n.s.

Homeless 37 58.7 27 45.0 0.13

Based on EuropAsi scores

If p >= 0.16, then n.s.
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Table 2. Differences at intake between the treatment group (TG: receiving
0TP and standard care) and the control group (CG: receiving
standard care only) in physical health, substance abuse, legal
status, social relations, psychiatric status, and treatment
compliance with standard care.

TG CG
N=63 N=61

Analysis
EuropAsi life areas Mean SD N % Mean SD N % p-value

Physical health
Ever infected with hepatitis B, C, D                                   27      43.5                            18 30.5 n.s.

HIV-infected 5 10.0 4 9.8 n.s.

Chronic physical problems'                                                            37        58.7                                    25 41.0 0.05

Substance abuse
Years of heroin useb 15.1 5.3 12.7 6.9 0.03

Years of cocaine use 12.3 5.3 12.4 56 n.s.

Crack as most problematic drug'                                      23      37.1                             11 18.0 0.02
Days of cocaine use per month 21.5 11.5 18.9 11.3 n.s.

Days of multiple-drug use per month 18.4 12.8 17.3 12.1 n.s.

Legal status
Current street sex work                                                                               18         28.6                                          13 21.3 n.s.

Current other illegal activities                                                  18       28.6                                18 29.5 n.s.

Months ever spent in detention 23.6 30.1 30.5 38.6 n.s.

Social relations
Problems with social situationd                                                      16 26.2 7 11.9 0.05

Needed help for social problems'                                          12 19.7 2 3.4 0.01

Psychiatric status
Current depressive symptomsr                                                               37         58.7                                          25 41.0 0.05
Current anxiety symptomsg                                               37      58.7                            22 36.1 0.01

Ever physically abused                                                     28      45.2                            21 35.6 n.s.

Ever sexually abused                                                              21       33.9                                17 28.8 n.s.

Ever attempted to commit suicide 34 55.7    28 45.9 n.s.

Engagement in standard care
No prior treatment experience 4 6.3 6 9.8 n.s.

Participation in standard care                                       35     59.3                         37 60.7 n.s.

Days per month methadone program 20.2 13.2 20.9 12.6 n.s.

Days per month outpatient treatment 9.7 12.1 7.8 9.5 n.s.

Days per month inpatient treatment 11.7 10.4 20.1 12.3 n.s.

a: X, = 3.9,1 df Based on EuropAsi scores

b: X2 = 2.2,1 df If p >= 0.16, then n.s.

C X2.5.6,1 df
d: )(2 = 3.9, 1 df
e X2 = 7.7, 1 df
f X2 = 3.9,1 df
9: X2 = 6.4, 1 df
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Table 3. Within-group differences at 8-months follow-up in the treatment
group (TG: receiving 0TP and standard care) and the control group
(CG: receiving standard care only) in physical health, general living
conditions, family and social relations, and psychiatric status.

TG CG

EuropAsi life areas N = 33 N= 30 Analysis N = 61 N=46 Analysis
TO            Tl p-value TO Tl p-value

Physical health
Regular prescription of medications 45.8 36.7 0.01 27.9 28.3 0.01

General livi g conditions
Homeless 75.8 20.0 0.00 45.0 28.3 0.00

Satisfied with living conditionsc 34.5 65.4 0.10 50.0 61.5 0.10

Satisfied with leisure activitiesd 17.2 63.0 0.00 49.0 53.8 0.00

Family and social relations
Days per month with family problemse 13.2 2.8 0.07 0.6 1.2 0.07

Days per month with social problems 2.8 1.6 n.s. 0.5 1.9 n.s.

Current problems with fatherg 9.1 16.7 n.s. 35.7 5.3         n.s.

Strong service needsb 19.4 3.3 0.07 11.9 4.3 0.07

Psychiatric status
Current anxiety symptoms 66.7 62.1 0.05 36.1 47.8 0.05
Current concentration disordersl 63.6 58.6 0.05 41.0 47.8 0.05
Current suicidal ideation 15.2 13.8 n.s. 4.9 15.2 n.s.

Serious service needs 45.5 30.0 0.13 26.7 28.3 0.13

' :  F= 6.6,1df Based on EuropAsi scores

 :  TG: F - 26.9,1 df If p >= 0.16, then n.s.

CG: F = 2.7, 1 df *Adjusted for origin, homelessness, and hospitalization

c:   F = 2.7,1 df
d:  F = 11.4,1 df
e:  F = 3.3,1 df
f:   F = 1.0.1 df
9:  F - 4.5,1 df
h.  F = 3.5,1 df
' :   F= 4.0,1df
' :  F= 3.9.1df
  :F= 3.3,1df
 ·  F= 2.3,1df
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Abstract
Exemplified by a prerandomized controlled trial investigating the effectiveness of
an outreach treatment program for chronic, high-risk crack abusers. this paper
addresses an important issue that may occur with not-to-blind clinical trials in the
field of public health. Analysis of baseline measures may unexpectedly reveal

significant between-group differences, such that the treatment group reports a
more severe condition than the control group. We hypothesize that, at the begin-
ning of a treatment, patients may insinuate increased severity to guarantee
the attention of the care provider. An important prerequisite for this so-called
"faking bad" is that, if general addiction care services fail to deliver basic client
information, in prerandomized controlled trials additional baseline data need to be
gathered afterwards; i.e. after the informed consent procedure. It is plausible that,
after being informed, patients will produce different responses prior to treatment,
due to other beliefs and expectations about the novel program. Conclusion: The
Zelen design can only protect a trial's internal validity if baseline data are already
available. To improve the efficiency of care and to support the development of
evidence-based practices in public health, health care services need to register
their basic client information more carefully than they do at the moment.

Key words: "faking bad", non-double blind trials, Zelen design.
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4.1 Introduction
Quality of care depends on, amongst other factors, the efficacy of health care

interventions (Verhagen, 1999). A randomized controlled trial (RCT) is the
acknowledged "gold standard" to determine a causal relation between treatment
and effects (Wells, 1999, Wessely, 2001, Featherstone and Donovan, 2002).
This type of trial is unique among epidemiological studies in that it allows the
investigator experimental manipulation. If patients are randomly allocated to two
or more treatments this will eliminate both selection bias and confounding since
important imbalances between the study groups can now only occur by chance
(Hotopf et al., 1999).

Despite the merit of RCTs, a problem with the conventional randomization
method is that patients need to be informed about the type of treatment before
allocation has taken place. However, under certain circumstances it is preferable
to ask informed consent after randomization (Zelen, 1979, Sturmans, 1998,
Schellings et al., 1999). The use of the Zelen design (i.e. prerandomization) is
recommended if the experimental condition includes a not-to-blind, attractive
treatment for a seriously-impaired study population. since these features could
pose a serious threat to the internal validity of a study. Namely, to offer a 50%
chance of treatment under these conditions may lead to disappointment and
distress among the subjects of the control group, resulting in increased rates of
noncompliance or loss-to-follow-up. If informed consent is asked after randomiza-
tion, the control group will not be disrupted by the fact that "fate" has determined
their treatment allocation. To meet ethical concerns about the control group being
not aware of participation in a trial (as in the traditional Zelen design), a so-called
"randomized double-consent procedure" is recommended. This means that
informed consent is sought in both treatment arms after randomization.

The present study focuses on a phenomenon that may occur in not-to-blind
RCTs if the data collection procedure is not properly conducted. Exemplified by
our prerandomized controlled trial it is demonstrated how the so-called "fake bad
test response bias" (Leark et al., 2002) may produce significant between-group
differences at intake, and the consequences thereof. Since prerandomization is
beneficial under certain conditions, but is not yet a common strategy in public
health research, a recommendation to avoid "faking bad" in future Zelen

designed trials is made.

4.2 Fake bad test response bias
The literature discusses a number of factors to explain unexpected imbalances

in baseline variables in a RCT, such as a failure in random assignment, the
quality of the questionnaire, and the influence of the interviewers. According to
Shapiro and colleagues (2002), the disclosure of treatment allocation prior to
baseline assessment may also produce nonequivalence of study groups. Namely,
after being informed about their treatment condition, patients may insinuate
increased severity to guarantee the attention of the care provider. This "faking
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bad" is often referred to as "malingering": the deliberate fabrication or gross
exaggeration of unhealthy features to achieve a desired goal (Cima, 2003).
"Faking bad" also occurs in an interesting phenomenon called the "hello-goodbye
effect" (Streiner and Norman, 1995, Bootzin and Caspi, 2002) Before a treat-
ment, a person may present himself in as bad a light as possible, thereby hoping
to impress the staff with the seriousness of his problems. At study closure, he may
want to please the staff with his improvement ("faking good"), and so minimize
his problems (Streiner and Norman, 1995). In a RCT "faking bad" is hardly
beneficial for the control group, particularly if the controlled treatment includes
standard care. The treatment group will, however, feign their illness to a greater
extent if the treatment includes a novel, attractive treatment with much potential.

4.3 "Faking bad" in not-to-blind clinical trials
In conventional RCTs it is common practice to conduct the baseline assess-

ment before randomization. In this way "faking bad" can not occur, due to the
similarity in group conditions at intake. In prerandomized controlled trials,
however, "faking bad" may emerge if basic client information is not sufficiently
documented by the participating care service and therefore needs to be asses-
sed afterwards (i.e. after the informed consent procedure). It is plausible that,
after being informed, the treatment group will produce different responses prior
to treatment due to other beliefs and expectations about the novel program.
Thus, in not-to-blind RCTs, not prerandomization itself. but rather a failure in the
data collection may cause "faking bad"

An important consequence of significant between-group differences in baseline
variables is that these will affect the study results, at least if these variables are
related to the outcome measure (Altman, 1991). Specifically, "faking bad" may
produce false-positive interferences at follow-up assessment since not real
improvement, but regression to the mean is now responsible for the positive
treatment outcome. The methodological consequences of "faking bad" are
illustrated in the following study:

4.4 Vignette: The outpatient treatment program
From February 2000 to December 2001 in Rotterdam (the Netherlands) a

prerandomized controlled trial was conducted to investigate the effects of an
innovative, crack-related treatment. This outreach treatment program was
specifically tailored to deteriorated crack abusers and consisted of assertive
outreach. a time-out service. and case management. Subjects receiving 0TP and
standard care (treatment group) were compared with subjects receiving standard
care only (control group). Study results revealed that the treatment was associa-
ted with high compliance and high client satisfaction (Henskens et al., submitted).
There were indications for a significantly better treatment outcome; however, due
to dissimilarity in treatment conditions at intake these effects needed further
investigation.
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In this study analysis of baseline data unexpectedly revealed significant

between-group differences on 7 out of 23 selected items of the EuropAsi
questionnaire. For instance, compared to the control group, the treatment group
reported significantly more chronic physical complaints, more years with heroin
abuse, more problems and service needs with social relations, and more current
depressive and anxiety symptoms. Considerably more subjects of the treatment
group defined crack as their most problematic drug. A major question raised by
these results was how these inequalities between the two study groups could
have occurred in spite of the fact that the randomization procedure was
adequately set up, and the sample size was theoretically large enough to create
equivalent groups: i.e. 20 - 40 subjects per group (Hsu, 1989)

Analysis of the data collection procedure provided insight into this phenome-
non. In our study the participating addiction care service failed to deliver basic
client information so that additional data had to be gathered afterwards, thus, in
case of prerandomization, after the informed consent procedure. We hypothesize
that the treatment group made behavioural adaptations to the treatment
allocation by exaggerating their condition at intake, thereby hoping to receive the
best care available. The consequences of 'Taking bad" are that if the treatment
group reported to suffer from physical complaints on 29 out of 30 days per
month, then there was relatively little room for this group to get worse, but
certainly more scope for improvement. However, if the estimation of 29 days
was exaggerated, the improvement at follow-up assessment was gained without
any real change in the client's condition. Due to the possibility of this type of
response bias in our RCT we concluded that future research was necessary to
verify the positive treatment outcome.

4.5 Discussion
Exemplified by our RCT investigating the effectiveness of an outreach treat-

ment program for chronic, high-risk crack abusers, this paper addressed an
important issue that may occur with Zelen designed trials in the field of public

health, particularly when basic client information is not available prior to the
study and therefore needs to be gathered afterwards, i.e. after the informed
consent procedure. We hypothesized that under these particular circumstances,
subjects of the treatment group may bias their responses at intake to emphasize
problem severity and the need for help. An important consequence of this "faking
bad" is that after discharge, not a real improvement but rather a regression to the
mean may have produced a positive outcome in this group.

We would like to emphasize that the occurrence existence of "faking bad" in a
RCT is always hypothetical. The diagnosis of "faking bad" is a complex process
which requires sound knowledge of psychological behaviour and personal
attributes within the context in which the phenomenon occurs. In our study there
were reasons to believe that "faking bad" had occurred; however, we admit the
limitations of this assertion. After all, the improvements made in the treatment
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group were in close agreement with their high levels of treatment compliance
and treatment satisfaction. Thus, the weight of the evidence from convergent
sources actually deny the existence of false-positive interferences in the treat-
ment group. Despite the fact that "faking bad" is difficult to identify, every effort
must be made to eliminate the risk of this response bias.

What we have learned from our study is that the Zelen design can only protect
a trial's internal validity if baseline data are already available in the participating
care service. In medical health care institutes the availability of up-to-date client
information is not a problem, since physicians tend to keep good documentation
through individualized clinical records. In mental health care institutes, unfortuna-
tely, such routine practice is less than ideal. However, with complete registration

of e.g. client characteristics, individualized service needs, and actual availability
of specific care services in the area, the content and organization of the care
process can be better planned. In our opinion, a standardized client information
system is essential in a time when care institutes are expected to deliver quality
policy. need to justify their expenditures, and are evaluated on their production

process and goals.
Main conclusion of this paper is that to improve the efficiency of care and to

support the development of evidence-based practices in public health, mental
health care services need to register their basic client information more carefully
than they do at the moment.
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Abstract
Objective: Aims of the study were to assess among clients receiving an outpatient
treatment program (OTP) whether female crack users have more severe problems
and/or different service needs than men. Methods: A total of 63 chronic crack
users (34 women) participated in the study at baseline. Follow-up data were avai-
lable for 33 subjects (21 women). Outcome measures included general condition
at intake, and treatment compliance, outcome and satisfaction. Data were collec-
ted by means of monthly registrations, EuropAsi interviews and an evaluation
form. OTP consisted of assertive outreach, a time-out provision, and intensive
case management. Results: The vast majority of women was involved in street

prostitution and was extremely vulnerable to deterioration. Compared to men,
women who entered treatment had poorer physical health, higher rates of previous
physical / sexual abuse, and more anxiety symptoms. Women reported a longer
episode of cocaine abstinence than men. After discharge from 0TP men reported
a significantly better treatment outcome than women. Both genders gained most
improvement in general living conditions. No gender differences emerged in treat-
ment compliance. Although both men and women were satisfied with the service
items offered by OTR an outpatient walk-in service best served the needs of men,
whereas women preferred a 24-hour care service including medical treatment and
motivational outreach. Conclusions: Due to the harshness of street prostitution,
treatment for female crack abusers should address areas of severe impairment.
Integrated treatment services, tailored to the lifestyle of these women, are required
to improve their general situation and safety.

Keywords: crack cocaine, gender differences, treatment outcome.
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5.1 Introduction
Most research on the efficacy of substance abuse treatment is based

predominantly on male samples (Kosten et al., 1993) so that gender differences
in patterns of cocaine abuse, cocaine-related problems, and treatment responses
remain unclear. The reasons for this include the heterogeneity of the cocaine-
dependent population in terms of geography, ethnicity, type of clinical setting,
and changing demographics over time (Wong et al., 2002). It has been reported
that, compared to men. female cocaine abusers have more major depressions

(Griffin et al., 1989, Halikas et al., 1994; Parks et al., 2001) and more anxiety
disorders (Brady et al., 1993; Magura et al., 1998; McCance-Katz et al., 1999).
Affective disorders generally follow the onset of drug abuse, whereas anxiety
disorders typically precede drug abuse (Rounsaville et al., 1991). In a sample of
in-treatment, urban, poor cocaine abusers, by far the most prevalent comorbid
psychiatric diagnoses were personality disorders (Marlowe et al., 1995). Men
were significantly more often diagnosed with an antisocial or narcissistic persona-
lity disorder, whereas women were more often associated with having a border-
line personality disorder. Furthermore, female substance abusers were more
likely than men to suffer from emotional problems relating to some form of

I psychological trauma during childhood (Wallen, 1992); for instance, women are
particularly susceptible to childhood abuse (Paone et al., 1992; Dunn et al.,
1994; Fiorentine et al., 1999). Victimization, defined as a lifetime history of
physical or sexual abuse, is reported to be highest among women who used
crack or alcohol (Liebschutz et al., 1997). Due to a higher degree of current
distress, women are more likely than men to abuse cocaine to reduce their
psychological symptoms (Griffin et al., 1989). Similarly, suicidal ideation and
emergency room visits caused by crack abuse were more prevalent among
women (Logan et al., 1998; Roy, 2001).

Compared to men, female substance abusers had a poorer physical health
status, expressed by higher levels of pain symptoms, medication use, and
negative physical consequences due to cocaine abuse (Parks et al., 2001).
Among women, particularly street prostitutes are at extreme risk for a variety of

 

health problems, especially those who exchange sex for crack (Inciardi et al.,
1991). The relationship between prostitution and crack abuse is often mutual:
prostitution is carried out to obtain crack, while crack is used to numb the
humiliation of prostitution (Dudish and Hatsukami, 1996). Due to multiple
partners and their high-risk sexual behaviour these women are at increased
risk of contracting sexually transmitted diseases (Yahne et al., 2002, McCoy and
Miles, 1992). The health of female street sex workers may be further compromi-
sed by long working hours in unhygienic conditions and continuous exposure to
skin and other types of infections (Tortu et al., 1998).

Regarding the course and severity of substance abuse, men tend to abuse
alcohol more than females (Wong et al., 2002; Rounsaville et al., 1991; Marlowe
et al., 1995; McCoy and Miles, 1992; Estabanez et al., 1993). Both genders
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seem to consume equal amounts of cocaine, but females tend to use a heavier
and more addictive route of administration (McCance-Katz et al., 1999), even in
the initial stage of use (Lundy et al., 1995). Gender differences have been found
in higher lifetime rates of heroin abuse, earlier age of onset of cocaine abuse,
more current crack abuse, and shorter episodes of abstinence from cocaine,
such that these maladaptive patterns of drug abuse were over-represented in
women (Kosten et al., 1993; Griffin et al., 1989).

Finally, among both genders conflicting study results emerged in levels of
treatment participation and treatment outcome. Although similarities have been
reported in lengths of stay and improvement during treatment and follow-up
(Wong et al., 2002, Est6banez et al., 1993; White et al., 1996), other studies

emphasized gender-specific patterns in these matters. Kosten and colleagues
(1993) stated that female cocaine abusers tended to seek treatment when more
impaired, but then make better use of treatment, considering their higher
abstinence rate at follow-up. Weiss and colleagues (1996) also found significantly
more cocaine abstinence among women, as well as lower self-rates of psychia-
tric problems, and more improvement in family and social problems as a result
of treatment. However, these positive results could also be related to a lower

prevalence of antisocial personality disorder among female cocaine abusers,
which has been shown to be a poor prognostic factor (Denier et al., 1991).

Because knowledge on the condition of female crack users remains tenuous,
the present study focuses on gender comparisons made in a population of seri-

ously-impaired crack users. Particular domains of interest were gender differen-
ces in the variables "problem severity" (part 1 of the study), and "service needs"

(part 2 of the study). Main study questions were: 1) Do gender differences exist
in problem severity in the following life areas: physical health, employment,
education, income, drug and alcohol abuse, legal status, family history, family
and social relations, and psychiatric disorders, 2) Do gender differences exist
in treatment compliance and outcome, and 3) Do gender differences exist in
clients' satisfaction with OTR Based on these results, recommendations for

gender-specific service planning and intervention are made.

5.2 Methods

Setting
From February 2000 to December 2001 the Bouman addiction care service

(Rotterdam, the Netherlands) conducted a randomized controlled trial to

nvestigate the effects of an innovative, crack-related treatment. This so-called
outreach treatment program (OTP) was specifically tailored to deteriorated crack
abusers in the inner city of Rotterdam. Strong emphasis was placed on contac-

ting these persons and motivating them to participate in treatment. 0TP con-
sisted of assertive outreach, a time-out service, case management, as well as
adjunctive services (e.g. a walk-in service and acupuncture treatments) used as
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incentives. Strong emphasis was placed on the client-therapist relationship built
on trust, understanding, and education. Subjects of the treatment group receiving
both standard addiction care and 0TP were compared with subjects of the
control group receiving standard addiction care only. Outcome measures included
treatment compliance, improvements and satisfaction. A process evaluation
provided insight into the clients opinions about OTR The results showed that
0TP was associated with high compliance and high client satisfaction. There
were indications for a significantly better treatment outcome for the treatment
group in physical health, general living conditions and psychiatric status, but
these effects needed further investigation.

The present study used data from the above-mentioned study. Analyses were
based on data collected in the study period February 2000 to June 2001. During
this period. 63 clients entered 0TP and followed the program for a maximum of
8 months.

Clients
Individuals with long-term, relapsing crack addiction formed the target group of

the study. Within this population, subjects whose current situation was considered
critical were selected. To qualify for inclusion, participants had to be aged over
25 years, able to adequately communicate in Dutch, legally competent to provide
written informed consent, and currently living in the inner city of Rotterdam. The
Bouman institute internal ethical committee approved the treatment protocol.

Outcome measures
During an 8-month period, care providers of OTP gathered data for this study.

Gender differences in problem severity were examined at intake and by means
of the EuropAsi baseline interview The EuropAsi is the European version of the
Addiction Severity Index; i.e. a validated and structured interview designed to
assess problem severity and service needs in several life areas (McLellan et al.,
1980).

Data on treatment compliance were collected through monthly registrations of
treatment attendance and selected items of the EuropAsi questionnaire (i.e.
those items that assess attendance in all outpatient and inpatient services of
standard care). Male and female subjects were compared regarding their level of
engagement in both 0TP and standard care. Data on the average length of stay,
utilization of specific services, and the intensity of conducted outreach activities
were also collected.

To compare improvements as a result of OTR the EuropAsi questionnaire was
administered by trained staff members at baseline and at 8-month follow-up in
private face-to-face settings. The baseline interview took about 90 minutes to
complete and the follow-up assessment took about 20 minutes.

After discharge, clients' opinions about 0TP were assessed on participation in
0TR reasons for compliance, self-estimation of effects, quality and comfort of
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service, and competence of the care provider. To assess the separate service
items of OTR both men and women rated the question: 'How positive has this
form of treatment been to you?' with a scale ranging from 1 (not at all positive)
to  10 (extremely positive).

Data collection
At baseline the study sample consisted of 63 subjects (part 1 of the study).

However, subsequent analyses could be based only on the 33 subjects who
entered 0TP in the first stage of admission and therefore participated in the
full treatment period of 8 months. Due to the premature closing of 0TP by the
project management. the study period of 30 OTP subjects was ended before

follow-up assessments were obtained. Therefore the analysis of "service needs"

(part 2 of the study) was based only on the results of the 33 subjects in the
treatment group who finished the full 8-month study period.

0TP staff members collected data on the randomized controlled trial, while

independent interviewers carried out the process evaluation.

Analysis
Analyses were carried out using SPSS for Windows 11.0, standard version.

Gender differences at baseline were compared using paired t-tests for
continuous variables and conventional chi-square analysis for categorical
variables. Gender differences in effects of 0TP were analyzed using a repeated
measures analysis (ANOVA) of within-group variance with selected EuropAsi
items. Main effects of treatment were adjusted for age, origin, housing condi-
tions, and current hospitalization or incarceration, by adding these variables as
covariates. All tests were one-sided under beta = 0.80. Alpha level was set at
0.05 for significance and at 0.10 for denoting statistical trends. Given the small

sample size (N = 33) for the variable "service needs" (in part 2 of the study),
correlations need to be stronger in order to demonstrate significance. Therefore
positive trends are also reported, because they may be relevant for future

gender-based research on crack-dependent individuals.

5.3 Results

Part 1:  Gender differences  in  problem  severity at baseline

Social demographics
A total of 63 clients participated in the study; 34 women (54%) and 29 men
(46%). Women were oversampled because key informants happened to deliver
more female than male candidates. Table 1 presents socio-demographic and
socio-economic data for the study population. Compared to men, significantly
more women were of Dutch origin (73.5 vs. 44.8%, p = 0.02). The average age
of the sample was 37.5 (SD = 5.3, range: 27 - 48) years, with men being slightly
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older than women (38.6 vs. 36.4 years, p = 0.10). Both genders had high rates of
unstable housing conditions: on average 59% was homeless at the time of
assessment.

Significant gender differences were found for sources of income and vocational
needs. In contrast to men, besides welfare payments women also received
income from street prostitution (52.9 vs. 0%, p = 0.00), and were more often

financially supported by spouse, family or friends (26.5 vs. 6.9%, p = 0.04)
Conversely, men worked more days per month than women (6.2 vs. 0.4 days,
p = 0.01, SD = 11.5, 2.4). In contrast to males, no females expressed the need
for a job (13.8 vs. 0%, p = 0.03).

Condition at intake
Table 2 shows gender differences in various EuropAsi life areas assessed at

baseline. Based on the inclusion criteria of this study, the total sample presented
a broad spectrum of severe drug-related problems. Rates of physical and
psychological impairment were striking for both genders, as were lifetime and
current substance abuse and arrest history. However, the situation of women was

significantly worse on almost half of the examined variables.
Women generally reported a poorer health status than men, and significantly

less women had health insurance at intake (76.5 vs. 95.8%, p = 0.05). Women
were more likely than men to suffer from chronic physical problems (73.5 vs.
41.4%,  p = 0.01), to receive medical treatment (73.5 vs. 34.5%, p = 0.00), and
to take medication on a regular basis (55.9 vs. 27.6%, p = 0.02). Similarly, a
trend towards a larger mean number of days per month with physical problems
was found in women (12.8 vs. 7.4 days, p = 0.08, SD = 12.9, 11.3).

A noteworthy finding was the significantly longer abstinence period (as a result
of some form of treatment) among women (16.0 vs. 3.6 months, p = 0.03, SD =
27.7,8.4). Gender differences also emerged in expenditure on and consumption
of drugs; on a monthly basis women spent more money on drugs than men

(1.820 vs. 971 Euro, p = 0.00), but used drugs on fewer days. No significant dif-
ferences were found regarding the course and severity of alcohol abuse (data
not shown) and harddrug abuse.

No gender differences in family history of substance abuse emerged during
this study (data not shown); both genders reported a relatively large number of
parents with alcohol dependency, and a smaller number of parents with harddrug
dependency.

With regard to arrest history, men fared worse than women on almost every
item studied. Significant differences were found in the mean number of arrests
for violent crime (1.2 vs. 0.32 arrests, p = 0.03, SD = 2.6,0.6), illegal possession
of weapons (1.0 vs. 0.02 arrests, p = 0.02, SD = 2.2,0.4), public disturbance

(2.3 vs. 0.39 arrests, p = 0.05, SD = 5.3, 1.2), and driving under the influence of
alcohol (0.31 vs. 0.02 arrests, p = 0.07, SD = 0.8,0.2). Additionally, the mean
number of suspended sentences was larger in men (0.17 vs. 0.02 times,
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p = 0.06, SD = 0.4,0.2), as was the mean number of arrests for burglary (23.4
vs. 11.5 arrests, p = 0.09, SD = 26.7,28.9). Similarly, men had a considerably
longer detention period than women (38.1  vs. 11.4 months,  p = 0.00, SD = 32.2,
22.1). Burglary and street prostitution (2.6 vs. 0 arrests, p = 0.00, SD = 3.2,0.0)
were the main offences committed by women.

Significant gender differences also occurred in the life area social relations.

At baseline, men were more satisfied than women with their living conditions

(45.0 vs. 15.0%, p = 0.04) and leisure activities (47.6 vs. 8.0%, p = 0.00).
Finally, women had significantly higher rates of lifetime physical (63.6 vs.

24.1%, p = 0.00) and sexual abuse histories (60.6 vs. 3.4%, p = 0.00). In contrast
to men, women also reported current physical assaults (12.1 vs. 0%, p = 0.05).
Apart from an over-representation of lifetime anxiety symptoms in women (87.9
vs. 58.6%, p = 0.01), no further gender differences were found in psychiatric

status; both genders had received a similar number of psychiatric treatments.
Lifetime and current episodes of depression, aggression, hallucinations, and
concentration disorders were similar, as were the number of days on which

psychiatric symptoms were experienced, and the number of suicide attempts.

Part 2: Gender differences in service needs

Treatment compliance
Within the sub-sample of 33 subjects who were allowed to finish OTR no

significant gender differences appeared in compliance with standard care. The

general services of the Bouman institute had a strong binding effect on both

genders; only three subjects were never involved in treatment. Prior to baseline

assessment, 67% of the women was engaged in some form of standard care,

compared with 55% of the men. Methadone was the main reason for compliance
with standard care. Practically no use was made of the other services provided
by the Bouman institute.

At the end of the study period no major changes had taken place in partici-
pation levels in standard care; both men and women still reported a near-daily
compliance with methadone maintenance programs. Trends suggested that men
received less "other" outpatient treatments than women (2.6 vs. 8.2 days per
month, p = 0.09) and that men increased their mean number of inpatient
treatments (25.3 vs. 11.6 days per month, p = 0.07).

Attendance data also showed a high compliance with OTP; both genders made
good use of this program. On average 30% followed 8 months of treatment,
which was the total time available. Similar engagement levels were found in

average lengths of stay (6.1 for women vs 6.3 months for men) and months of

dropout (both 1.8 month). In both genders most subjects met the criteria for

regular participation; 81% of the women vs. 83% of the men attended at least
four months of OTP treatment, and their dropout periods were less than two
months. Men made significantly more use of the walk-in service. Visits to this
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service averaged 4.4 (SD = 6.0) times per month for men, and 2.8 (SD = 3.9)
times for women (p = 0.02). No significant gender differences emerged in con-
ducted outreach activities; candidates were contacted on average 4.1 times,
before they decided to enrol in OTR Women were contacted slighty more often
than males. In both genders on average 1.3 motivational outreach activities per
month took place to re-engage dropouts for treatment.

Treatment outcome
Both genders made improvements as a result of OTP (Table 3). Overall. men

had a more positive treatment outcome than women. At 8-months follow-up men
were more satisfied with their living conditions (from 20 to 37.5%, p = 0.05) and
leisure activities (from 11.1 to 80%, p = 0.00), and men showed a 14% decrease
in current concentration disorders (from 58.3 to 44.4%, p = 0.01). Furthermore,
there were trends among men for less days per month with cocaine abuse (from
23.7 to 5.2 days, p = 0.08, SD = 11.7, 9.3), less severe problems with drug
abuse (from 75 to 50%, p = 0.06), a reduction in service needs (from 66.7 to
30%, p = 0.06), a reduction in unstable housing conditions (from 83.3 to 30%,
p = 0.08), and a reduction in service needs for psychiatric symptoms (from 58.3
to 30%, p = 0.08).

Among women, there was a singnificant decrease in unstable housing
conditions (from 71.4 to 15%, p = 0.00). Subsequently, positive trends emerged
in less regular prescriptions of medication for physical complaints (from 57.1 to
40%, p = 0.06), reduced attachment to the harddrug scene (from 35 to 26.3%,
p = 0.09),a reduction in service needs for social relations (from 20 to 5%,
p = 0.07), and a decrease in current anxiety symptoms (from 72.2 to 55%,
p = 0.07).

Treatment satisfaction
Four months after discharge 20 subjects of the sub-sample (N = 33) filled in a

client satisfaction form. Table 4 presents clients' opinions about particular items
of OTR For both genders an important reason to participate in 0TP was to obtain
basic resources such as food, a bath, shelter and clothing. However, women gave
a significantly higher grade of motivational outreach than men (8.8 vs. 7.0,
p = 0.02). The 24-hour care service was considered extremely important by
many women, but not by men (45.5 vs. 0%, p = 0.03). Compared to women,
more men reported the beneficial effect of the daily walk-in service on their
treatment compliance (88.9 vs. 54.5%, p = 0.10), and they experienced more
relief in their legal problems as a result of OTP (55.6 vs. 18.2%, p = 0.08).
However, women graded the medical care higher than men (8.4 vs. 7.2,
p = 0.07). A negative trend emerged in the lower self-rated compliance in
women; women more often than men reported to have visited OTP "every now
and then" (27.3 vs. 0%, p = 0.09). Finally, competence of the care providers
was rated the same by both genders (data not shown).
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5.4 Discussion
This study assessed gender differences in problems and/or service needs

among outpatient crack abusers. The underlying rationale was that gender-
related theory might be important for treatment planning to better serve female
crack addicts. Particular domains of interest were gender differences in general
condition at intake, and treatment compliance, outcome and satisfaction.

Because the study targeted the "worst cases", at intake problem severity for
both men and women was high, but women were worse off. Specifically, women
had significantly higher rates of chronic physical problems, leading to more
medical treatments, more medication and more days with physical problems. In
contrast to the findings of McCoy and Miles (1992) and Tortu et al. (1998), no
gender differences emerged for the prevalence of HIV-seropositivity. With respect
to psychiatric status, our results support those of previous clinical studies (Paone
et al., 1992; Dunn et al., 1994; Fiorentine et al., 1999; Liebschutz et al., 1997),
which indicated elevated rates of lifetime anxiety symptoms, and physical and
sexual abuse histories in substance-abusing women. In the present study women
also experienced current assaults and battery. In contrast to the findings of
Logan et al. (1998) and Roy (2001), no higher rates of previous suicidal attempts
emerged in our female sample. A noteworthy finding was the longer abstinence

period in women, which was also reported by Weiss et al. (1996). The ability of
women to stop using cocaine more readily than men could be influenced by their
lowered sensitivity to the effects of cocaine (Weiss et al., 1996; Lukas et al.,
1996). No gender differences in patterns and severity of alcohol and harddrug
abuse were found. Males and females had similar family histories of substance
use, age of onset of heroin and cocaine use, rates of current substance use, and
estimation of most problematic drug. Legal problems were worse in men, consi-

dering their longer detention period and greater number of suspended sentences
and arrests. The main offences of women were burglary and prostitution. Besides
welfare payments, women more often received income from private sources than
men, as also reported by Tortu and colleagues (1998). On the other hand, men
received more income from work. Finally, at intake men reported to be more
satisfied with their general living conditions and leisure activities than women.

With regard to treatment compliance with both 0TP and standard care, the
present study supports the results of Lundy et al. (1995). No gender differences
were found in treatment length and number of actual treatment sessions
attended, implying that men and women participated equally in both treatment
settings. Of the programs provided by the Bouman addiction care service,
subjects were most represented in methadone maintenance programs and drug
usage locations. In OTR men made significantly more use of the daily walk-in
service than women. No significant differences were found in outreach activities
conducted among men and women.

Both genders made improvements as a result of OTR Overall, men had a more
positive treatment outcome than women. At 8-months follow-up men were
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significantly more satisfied with their living conditions and leisure activities than
at intake, and had significantly decreased concentration disorders. Furthermore,
there were trends for a reduction in cocaine abuse and problem severity,
decreased service needs for substance abuse and psychiatric symptoms,
and less unstable housing conditions. Among women there was a significant
decrease in unstable housing conditions and positive trends emerged in less
medication use for physical complaints, less attachment to the harddrug scene,
and a reduction in service needs for social relations and in anxiety symptoms.
Finally, clients' opinions about OTP revealed some gender differences that may
lead to a better understanding of the females' condition and help-seeking
behaviour. For both genders an important reason to participate in 0TP was to
obtain basic resources such as food, a bath, shelter and clothing. However, in
contrast to men, women reported to benefit less from a daily walk-in service.
Due to the hectic lifestyle associated with street prostitution, women were often
obliged to postpone their service needs to after office hours. Therefore, women
recommended a 24-hour care service with a strong emphasis on medical
treatment and motivational outreach. In addition, assertive outreach should have
a relapse prevention function, since more women than men reported to have
more problems with staying in treatment.

Two limitations of the study design should be addressed. First, all data
concerning problem severity and treatment outcome were self-reported, including
answers to very sensitive questions about psychiatric symptoms or physical and
sexual abuse. No confirmation by means of either diagnostic assessment or
medical record review was made. However, in this study specific recommenda-
tions to improve the validity of self-reported data were followed, e.g. ensuring the
sobriety of the respondent during assessment, using the face-to-face interview
approach, and providing assurance of confidentiality (RachBeisel et al., 1999).
Secondly, generalization of the results of the second part of the study is
restricted, because these data are based on 33 subjects only.

Nevertheless, this study does provide more insight into the multiple problems of
female crack abusers. Due to the harshness of street prostitution, treatment for
female crack abusers should address severe impairment. Integrated treatment
services available 24 hours per day and tailored to the lifestyle of these women,
should improve their general situation and safety. Besides medical and substance
abuse problems, physical and sexual trauma need to be addressed. Additionally,
opportunities for alternative employment are needed, because the lack of
economic resources is a primary reason for female crack abusers to exchange
sex (Murphy and Rosenbaum, 1992). Assertive outreach needs to play a leading
role in this gender-specific treatment, in order to keep this difficult-to-reach
population involved.
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Table  1. Gender differences  in  socio-demographic and  socio-economic data
of crack abusers at baseline.

Women Men
N =34 N=29

EuropAsi life areas Mean SD N % Mean S D N%p

Socio-demographic characteristics
Age (years) 36.4 5.6 38.6 4.7 0.10

Bom in the Netherlands                                           25      73.5                              13 44.8 0.02
Never been married                                                             23       67.6                                     21 72A n.s.

Currently living alone                                                                               13          38.2                                                  14 48.3 n.s.

Homeless                                                                                                       19          55.9                                                  18 62.1 n.s.

Employment, education and income
Less than high school                                                          23 67.6 17 58.6 n.s.
Years of unemployment 12.5 7.1 12.7 7.3 n.s.

Income from illegal activities 7 20.6 11 37.9 n.s.

Income from street prostitutionc                                                                   18 52.9 0 0.0 0.00
Income from family, friendsd 9 26.5 2 6.9 0.04
Days per month with world 0.4 2.4 6.2 11.5 0.01

Strong vocational service needs' 0 0.0 4 13.8 0.03

a    t     =  1.7,61 df Data based on the EuropAsi
If p => 0.10, then n.s.b  X2.5.4,1 df

c  X2.21.5, 1 df
d  X2 =4.2,1 df
e  X2 = 9.2,1 df
f X2 = 5.0,1 df
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Table 2. Gender differences in health status, substance abuse, legal
status, social relations, and psychiatric status of crack abusers
at baseline.

Women Men
N =34 N = 29

EuropAsi life areas Mean SD N % Mean SD  N    %    p

Health status
Health insurance'                                                      26 76.5 23 95.8 0.05

HIV-infected 3 10.0 2 10.0 n.s.
Ever infected with hepatitis                                                                       17         50.0                                             10 35.7 n.s.

Chronic physical problemsb 25 73.5     12 41.4 0.01

Current medical treatmenf                                               25 73.5 10 34.5 0.00
Medication on a regular basisd                                               19 55.9 8 27.6 0.02
Days per month physical problems'             12.8 12.9 7A 11.3 0.08

Strong medical service needs                                                                 14 41.2 7 24.1 n.s,

Substance abuse
Age of onset heroin use (years) 17.7 5.5 20.0 6.2 n.s.

Age of onset cocaine use (years) 22.3 6.2 23.7 7.6 n.s.

Days per month with heroin use 17.0 12.5 20.0 13.0 n.s.

Days per month with cocaine use 20.3 11.0 23.0 12.2 n.s.

Cocaine as most severe drug                                                 15 44.1 8 28.6 n.s.

Monthly expenditure on drugs' 1820 1271 971 986 0.00

Longest abstinence period, months9          16,0 27.7 3.6 8.4 0.03

Legal status
Suspended sentenceh 0.02 0.17 0.17 0.38 0.06
Arrests for burglary, shoplifting' 11.5 28.9 23.4 26.7 0.09
Arrests for violent crime' 0.32 0.59 1.2 2.6 0.03

Arrests for possession of weaponsk                 0.02 0.38 1.0 2.2 0.02

Arrests for public disturbance' 0.39 1.2 2.3 5.3 0.05

Arrests for street prostitutionm 2.6 3.2 0.0 0.0 0.00

Arrests for driving under influence"                  0.02 0.24 0.31 0.76 0.07

Months ever spent in detention' 11.4 22.1 38.1 32.2 0.00

Social relations
Satisfied with living conditions 3 15.0 9 45.0 0.04

Satisfied with leisure activities 2 8.0 10 47.6 0.00

Psychiatric status
Previous physical abuse history"                                                 21 63.6 7 24.1 0.00

Previous sexual abuse history                                      20 60.6 1 3.4 0.00

Current physical abuser 4 12.1 0 0.0 0.05

Current sexual abuse 1 3.0 0 0.0 n.s.

Previous anxiety symptoms                                              29     87.9                              17 58.6 0.01

a X2 = 4.0, 1 df   t = 2.3,60 df Data based on the EuropAsi

b X2 = 6.7,1 df   t = 2.0,60 df If p >= 0.10, then n.s.
c X2 = 9.7, 1 df mt= -4.4,60 df
d X2 = 5.1,1 df n t = 1.8, 61 df
et= -1.8,61 df ot= 3.8,59 df
f t = -2.9,59 df p X2 = 9.7,1 df
gt = -2.2,57 df 4 >(2 = 22.5, 1 df
ht =2.0,61 df , X2 = 3.8,1 df
' t = 1.7,61 df S X2 = 6.9,1 df
' t = 2.3, 61 df
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Table 3. Gender differences in health status, substance abuse, general
living conditions, social relations, and psychiatric status of
crack users at 8-months follow-up.

Women Men
EuropAsi life areas N = 21 N= 20 N = 12 N = 10

TO Tl p-value TO  Tl p-value
Health status

Regular prescription of medication' 57.1 40.0 0.06 33.3 30.0 n.s.

Substance abuse
Days per month with cocaine abuse' 21.0 17.6 n.s. 23.7 5.2 0.08

Severe problems wit:| drug abuse' 61.9 40.0 n.s. 75.0 50.0 0.06

Strong service needs 57.1 30.0 n.s. 66.7 30.0 0.06

General living conditions
Homelesse 71.4 15.0 0.00 83.3 30.0 0.08

Social network only in drugs scenef 35.0 26.3 0.09 16.7 20.0 n.s.

Satisfied with living conditionsg 42.1 77.8 n.s. 20.0 37.5 0.05

Satisfied with leisure activities" 20.0 52.9 n.s. 11.1 80.0 0.00

Social relations
Strong service needs' 20.0 5.0 0.07 18.0 0.0 n.s.

Psychiatric status
Current anxiety symptoms  72.2 55.0 0.07 50.0 77.8 n.s.

Current concentration disordet 66.7 65.0 n.s. 58.3 44.4 0.01

Strong service needs' 38.1 30.0 n.s. 58.3 30.0 0.08

a:F-3.8,1df Data based on the EuropAsi
b.F= 3.5,1df If p => 0.10, then n.s..
c:F=4.2,1 df * Adjusted for age, origin, housing conditions,
d:F= 4.2,1df current hospitalization / incarceration

e : Women: F. 18.5,1 df, Men: F = 4.8,1 df
 'F=2.9,1 df
9:  F= 4.9,1df
h F=35.5,1 df
'

F = 3.5,1 df
i

F= 8.1,1 df

k:F= 15.9,1 df
1 F - 9.4,1 df
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Table 4. Gender differences in clients' opinions about the outpatient
treatment program (OTP), assessed four months after discharge.

Women Men
N =11 N=9

Client opinions about: Mean N % Mean N%p

Treatment compliance
Every now and then 3 27.3 0 0.0 0.09

Once a week 1 9.1 2 22.2 n.s.

Few times a week 7 63.6 7 77.8 n.s.

Effect of service items on compliance
Recruiting outreach 7 63.6 6 66.7 n.s.

Motivational outreach 6 54.5 5 55.6 n.s.

Walk-in service 6 54.5 8 88.9 0.10
Acupuncture treatments 6 54.5 5 55.6 n.s.

Effect of 0TP on several life areas
General living conditions 7 63.6 6 66.7 n.s.

Physical health 6 54.5 5 55,6 n.s.

Drug abuse 6 54.5 5 66.7 n.s.

Legal problems 2 18.2 5 55.6 0.8

Family relations 2 18.2 4 44.4 n.s.

Social relations 3 27.3 5 55,6 n.s.

Recommendations for improvement
A 24-hour service 5 45.5 0 0.0 0.03

Stable personnel 1 12.5 5 45.5 n.s.

Judgment of service items
Recruiting outreach 7.6                           7.1                            n.s.

Motivational outreachb 8.8 7.0 0.02

Walk-in service 7.8 8A n.s.

Crack-related education 6.6 6.3 n.s.

Social services 8.9 7.9 n.s.

Medical care 8.4 7.2 0.07

Acupuncture treatments 8.7 7.8 n.s.

Outpatient time-out service 7.0 7.7 n.s.

Psychosocial counseling 8.6 7.6 n.s.

Inpatient time-out service 8.3 8.0 n.s.

a: X2 = 4.9,1 df Based on the client satisfaction form

b.t= 2.6,13 df
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Abstract
Objective: In this study an effective outreach treatment program (OTP) for indivi-
duals with long-term, relapsing crack addiction was evaluated on its adherence to
the assertive community treatment (ACT) model. Main aim was to ground theory
for an evidence-based practice for this particular population. Methods: Fidelity to
ACT was tested on 25 criteria. Data sources included an interview with OTP staff
members, registration of treatment attendance, and randomly selected clinical
records. Results: Overall. program fidelity was moderate. Adherence was high on
7 items, i.e. clearly defined inclusion criteria, phased enrolment of clients, small
case load, high capacity of staffing, nurses on staff, substance abuse professio-
nals on staff, and high intensity of service. Psychiatric and rehabilitation services
were not implemented, neither were dual disorders treatment and a full respons-
ibility for the clientele. Components with low fidelity were regular meetings, high
frequency of contact, and co-operation with support network. Conclusions: Based
on the ACT model, future multidisciplinary treatment for chronic crack abusers
should include the following aspects: a psychiatrist and vocational specialist on
the team, staged substance-abuse treatment geared to harm reduction, and a
longitudinal perspective. In addition, three modifications of the ACT model are
proposed to possibly better serve chronic crack abusers: 1) a stronger focus on the

client-therapist relationship, 2) a substantial decrease in the number of face-to-
face contacts required for treatment (from four to one contact per week), and 3)
implementation of on-the-spot incentives to keep the target group involved.

Program modifications as suggested in this study need further validation.

Key words: assertive community treatment, cocaine dependence, dual
diagnosis, fidelity assessment.
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6.1 Introduction
From February 2000 to December 2001 the Bouman addiction care service

(Rotterdam, the Netherlands) conducted a randomized controlled trial to investi-

gate the effects of an innovative, crack-related treatment. This so-called outreach
treatment program (OTP) was specifically tailored to deteriorated crack abusers
in the inner city of Rotterdam. Strong emphasis was placed on getting in touch
with these persons and motivating them for treatment. OTP consisted of
assertive outreach, a time-out service and case management, as well as
adjunctive services (e.g. a walk-in service and acupuncture treatments) used
as incentives. Strong emphasis was placed on the client-therapist relationship:
a dialogical relationship built on trust, understanding, and education was
considered to be important.

Subjects of the treatment group receiving both standard addiction care and
0TP were compared with subjects of the control group receiving standard care
only Outcome measures included treatment compliance, improvement in various
life areas, and satisfaction. A process evaluation provided insight into the clients'
opinions about OTR Study results revealed that 0TP was associated with high
compliance and high client satisfaction. There were indications for a significantly
better treatment outcome for the treatment group in physical health, general living

conditions, and psychiatric status, but these effects needed further investigation.
Although the pioneering OTP showed several advantages over standard care, it

was only a first attempt to develop an effective treatment for seriously impaired
crack abusers. More investigation was needed to verify the positive study results.
In addition, it was not clear to what extent the program was in agreement with
other forms of assertive treatment. Thus, in our efforts to ground theory for an
evidence-based practice for this particular population, comparison with an
effective treatment model was necessary. The importance of assessing a

programs' fidelity' against a clearly articulated model or theory is emphasized,
because it is generally assumed that the more a program is implemented

according to a model's principles, the better the outcome (Paulson et al., 2002,
Bond et al., 2000, Lucca, 2000). Due to similarities in target group and service
delivery, assertive community treatment (ACT) was chosen as a point of referen-
ce in the present study.

ACT is the most widely tested model of community care for persons with
severe mental illness (McHugo et al., 1999), and has long been recommended
as an effective treatment for this population (Drake and Burns, 1995). This highly
specified treatment model has the following characteristics: assertive engage-
ment of clients, low case loads, multidisciplinary staffing, team-based approach,
direct support (rather than "brokering" help from other agencies), in vivo rehabili-
tation practices, a 24-hour cover, and high intensity of service (Olfson, 1990,
Marshall and Creed, 2000, Teague et al., 1995,1998, Dixon et al., 1995,
McGrew et al., 2003). Results of clinical trials investigating ACT-based services
indicated strong positive effects on the number of hospital days, patient and
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family satisfaction (Burns and Santos, 1995), overall functioning (McGrew et al.,
2003), accommodation status, and employment (Marshall and Lockwood, 2003)
Patients receiving ACT were more likely to remain in contact with services than

patients receiving standard community care (Marshall and Lockwood, 2003).
ACT is also considered an effective treatment option for patients with

co-occurring substance-abuse disorders. For instance, McHugo and colleagues
(1999) found that if targeted to dual diagnosis clients, ACT was associated with

superior outcomes. Although the majority of this population responded well to
integrated outpatient services, persons who continue to be at high risk of
hospitalization, incarceration, homelessness, HIV infection, and other serious
adverse factors had less positive outcomes (Drake et al., 2001). Due to limited

experience with ACT in the substance use domain, theory on how the ACT
model needs to be tailored to the particular service needs of chronic substance
abusers is still lacking. Therefore, principles and methods used in 0TP may lead
to modifications of the ACT model while, conversely, good argumentation of
ACTs' differentiation from OTP may modify the latter.

The present study compares the novel outreach treatment program (OTP) for
individuals with long-term, relapsing crack addiction a similar treatment model;
i.e. assertive community treatment (ACT). Two key questions were examined:

1) What are the similarities and differences between 0TP and ACT according to
criteria as defined in the Dartmouth Assertive Community Treatment Scale*, and

2) In what way should ACT be modified to possibly better serve high-risk crack
abusers. The study concludes with some considerations about the implementa-
tion of ACT items in future treatment planning. We also recommend to include

some specific OTP components not included in the original ACT that, in our
opinion, are needed for the particular target group.

6.2 Methods

Setting
Adherence of 0TP to ACT was measured by means of 25 critical items of the

Dartmouth Assertive Community Scale (DACTS). The present study made use,
in part, of the existing data of the randomized controlled trial as discussed in
he Introduction Section. Fidelity assessment took place two years after the
closure of OTR All analyses were based on data collected in the study period
from February 2000 to June 2001. During this period 63 clients entered OTP
and followed the program for a maximum of 8 months.

Clients
Individuals with long-term, relapsing crack addiction formed the target group of

the study. Within this population, subjects whose current situation was critical
were selected for OTR Because the study targeted the "worst cases", the overall
rate of problem severity in this group was high. Compared to regular clients in
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the methadone maintenance programs of Rotterdam, clients of 0TP had higher
rates of unemployment, homelessness, chronic physical problems, substance
abuse, and incarceration. Most striking were the elevated rates of physical and
sexual abuse histories and psychiatric symptomatology (Henskens, 2002).

Measurement of fidelity
The fidelity assessment was done according to the DACTS manual described

in the toolkit ACT and used in earlier studies (Teague et al., 1998). Twenty-five of
the 28 program criteria for adherence to the ACT model were derived from four
sources: 1) an interview with the former team leader and a case manager of
OTR 2) computerized registration data of contacts, 3) randomly selected clinical
records, and 4) management information and a treatment manual (used as
reference work). In accordance with the study of Teague and colleagues (1995),
these different information sources were used to tailor the information to the
issue being evaluated.

Most data were compiled and evaluated by the two former staff members in
consensus. However, due to the long interval between the elaboration of OTP
and the fidelity assessment, all respondents' perspectives were verified by
quantitative data (when available); if inconsistencies appeared, the latter were
considered as superior.

As described in the ACT fidelity instruction manual, the DACTS was used to
verify the essential features of ACT (Bond et al., 2000). The DACTS is a 28-item
questionnaire that measures model fidelity across a wide range of observable
criteria. In this questionnaire three dimensions are distinguished: staffing
patterns, organization structure, and service delivery features. The degree to
which critical ingredients of ACT were implemented in 0TP was rated with a
scale ranging from 1 - 2.9 (poorly implemented), 3 - 4.1 (moderately
implemented) to 4.2 - 5 (completely implemented).

In accordance with international studies, the two DACTS items program size
(Hll) and role of consumers in team (S10) were not included in the analysis.
The item time-unlimited service (07) was excluded due to the fixed time associa-
ted with our clinical trial. The items case load (Hl), team approach (H2), intake
rate (02), intensity of service (S4), and frequency of contact (S5) were assessed
by means of computerized registration of treatment contacts. The items team
approach (H2), in vivo services (Sl), intensity of service (S4), frequency of
contact (S5), and work with support system (S6) were based on information
provided by ten randomly selected clinical records.

Analysis
Analyses were conducted using SPSS for Windows 11.0, standard version.

Descriptive statistics were generated to evaluate adherence to ACT on each of
the examined items. Implementation scores were rated by means (as well as
medians) for the items in vivo services (Sl), intensity of service (S4), and
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frequency of contact (SS). The median was used for those items where extreme
data values were expected.

6.3 Results
Table 1 presents data on OTPs' adherence to each of the 25 implementation

criteria of the DACTS:

Program fidelity to staffing patterns
The first dimension of the DACTS addresses the composition and structure of

program staffing. With respect to team structure, overall fidelity to ACT was 3.5
(moderately implemented). The items of highest fidelity (score 5) were a small

caseload, staff capacity, and presence of a fulltime nurse and a substance-abuse
specialist; these four components were completely implemented in OTR Data
from the digital information system showed a mean caseload ratio of 5:1 during a
16-month period. A calculation based on management information led to a staff

capacity of 96.3%. Based on a caseload of 100 clients, OTP included 2.4 fulltime
nurses. Except for one individual, all staff members (administrative workers

excluded) had at least one year of clinical experience with substance abuse
treatment.

Other high-fidelity scores (score 4) were found on the items team approach
and practising team leader. Data from the computerized registration of contacts
showed that in two weeks, the majority of clients (64 to 89%) received care from
more than one staff member of OTR The team leader claimed to have spent
25 to 50% of her time on practical care.

Management data revealed that there was no psychiatrist or vocational
specialist on the staff (both items scored 1). Low-fidelity was also scored on

program meeting (score 2). According to the interviewees, the 0TP team met on
average twice per month to plan and review services for each client. For full

implementation of this item, however, the team needed to meet at least four

times per week.

Program fidelity to organization structure
The second dimension of the DACTS addresses program responsibility and

relationships with other service providers in the area. The overall score for
adherence in this Section was 3.2 (moderately implemented). In this Section the
maximum score (score 5) was gained on two items: clearly identified inclusion
criteria and a low intake rate. Because OTP originally formed the experimental
condition of a randomized controlled trial, obviously explicit admission criteria
were formulated to include the target group of this study In the treatment

protocol a phased enrolment of clients was proposed to control the admission
process and to assure a stable treatment environment. Contact registrations
showed an average enrolment of 3.7 clients per month.

Program fidelity to ACT was also high (score 4) on multidisciplinary treatment.
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The interview revealed that OTP provided four other services besides case
management: i.e. psychosocial counseling, individualized substance-abuse
treatment, rehabilitation practices, and supportive services (e.g. legal assistance,
and medication and money management).

Staff members of 0TP had no responsibility for crisis services and hospital
discharges (both items scored  1).

Program fidelity to service delivery features
The third dimension of the DACTS addresses the range and nature of service

and treatment approach. Table 1 shows there was an overall score of 3.1
(moderately implemented) for OTPs' adherence to ACT in this Section.

Completely implemented was the item intensity of service (score 5): the selected
clinical records revealed a median score of 126 minutes  per week on face-to-
face contacts with clients of OTR In this calculation telephone calls could not
be excluded, as requested in the DACTS.

Items with score 4 included no dropout policy, assertive engagement mecha-
nisms, and substance-abuse treatment. According to the interviewees, 6 clients
of 0TP had dropped out prematurely Thus, based on a total of 33 clients, 82%
of the clients remained in treatment. Due to the intensive recruitment and motiva-
tional outreach activities conducted in OTR fidelity to this ACT component was
high. Since 0TP was carried out by an addiction care service, individualized
substance-abuse treatment was well represented in the program.

Items with low-fidelity to ACT (score 2) were frequency of face-to-face contacts
and co-operation with support system. Based on information in the clinical
records, the median score of face-to-face contacts was 1.3 per week per client,
an amount of time that is rated as "low" in the DACTS. In OTP co-operation with
the clients' social network had a low priority. According to the respondents, the
staff members of OTP contacted the support system less than once per month.

Finally, OTP lacked specific dual-disorder treatment groups (score 1).

6.4 Discussion
This study compares an effective outreach treatment program (OTP) for

individuals with long-term, relapsing crack addiction with a similar treatment
model, i.e. assertive community treatment (ACT). Adherence to ACT was
measured by means of 25 critical items of the Dartmouth ACT Scale (DACTS).
Two key questions were examined: 1) What are the similarities and differences
between 0TP and ACT according to criteria as defined in the DACTS, and 2)
In what way should ACT be modified to possibly better serve high-risk crack
abusers. Based on the results of the fidelity assessment several hypotheses for
an evidence-based practice for high-risk crack abusers are made.

Overall, OTPs DACTS score revealed a moderate implementation of the ACT
model. Seven critical components of ACT were fully implemented in OTP (score
5). In agreement with the ACT model, OTP worked with explicit inclusion criteria
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and created a stable treatment environment by means of a low intake rate and a
small caseload. Continuity of staffing was guaranteed, nurses and substance-
abuse professionals were part of the team, and a high intensity of service was
provided. Since both OTP and ACT attached great importance to these treatment
characteristics, it is recommended to implement them in future program planning
for chronic crack abusers. Furthermore, as in ACT, psychiatric services should be
present on the new program, given the high prevalence of severe mental illness
among the study population. According to ACT standards, vocational specialists
are also required since earlier studies clearly demonstrated the efficacy of
supported employment (Crowther et al., 2004). In accordance with integrated
dual-disorders treatment (Minkoff, 1989, Drake et al., 1993,1995,2000) a
so-called "stagewise" substance-abuse treatment geared to education, harm
reduction, and increasing motivation is also recommended for the nontraditional
target group of this study. Due to the high level of relapse with severe crack
addiction, the vast majority of OTP clients continuously swing back and forth
between phases of active treatment and persuasion, and had little interest in an
abstinence-oriented treatment. Finally, to improve crack-oriented treatment the
need for a longitudinal perspective should be acknowledged. People with severe
mental illness and substance abuse are slow to develop stability and functional
improvements (Drake et al., 2001). For most clients, the process of rehabilitation
is always ongoing and never completed (Minkoff, 1989). Therefore, in accordance
with the ACT model, a dropout policy should be drawn up to allow participating
individuals be members-for-life.

Although high fidelity to a treatment model is recommended to achieve good
outcomes, it is argued that models cannot simply be transferred to other sites
without local adaptation (McHugo et al., 1999). Instead of falling prey to the
"single model trap" (Bond et al., 2000) it is important to address cultural and
other local circumstances (Drake et al., 2001, Paulson et al., 2002). Since the
most impaired dual-diagnosis clients do not respond well to integrated outpatient
services (Drake et al., 2001), special arrangements may be necessary to engage
and retain this difficult-to-reach population in treatment. For chronic crack
abusers we propose the following changes in staffing patterns and service

delivery of the ACT model:
First, although forming a trusting relationship is of great importance in ACT,

this may be even more critical with the population at hand. The goal of having
contact with multiple team members at the same time within the context of ACT,
could be contraindicated with chronic crack abusers. In our opinion, the
individualized client-therapist relationship must play a leading role, since
particularly these clients have difficulties in forming a trusting relationship.
Second, as proposed in ACT; the intensity of at least four face-to-face contacts
per week is considered too much for the target group of our study. Attending
individualized treatments on an almost daily basis, besides other services, is
almost unfeasible for these clients. It is plausible that this so-called "high
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pampering" has a reverse effect on their treatment compliance. Besides,
results of the randomized controlled trial indicated that in OTP positive treatment
outcomes emerged with on average one face-to-face treatment session per
week.

Third, in new treatment models for chronic crack abusers, on-the-spot
incentives (i.e. services which clients consider as important) should be directly
available on the program. The choice of these incentives depends entirely on
local circumstances and clients' service needs, and must serve no other goal
than to keep the target group involved in treatment.

Further research is necessary to evaluate whether the proposed program
modifications are appropriate to chronic. high-risk crack abusers.

Notes
1 The term "fidelity" refers to the degree to which a particular program follows

a program model: a well-defined set of interventions and procedures to help
individuals achieve some desired treatment goal. Fidelity measures are tools to
assess the adequacy of implementation of program models (Bond et al., 2000).
Although these scales were primary focused on program characteristics and
essential components such as organization structure, staffing patterns, and
service delivery features, the next generation should include key process
variables such as consumer choice (Paulson et al., 2002).

2 The DACTS has been developed to test ACT fidelity (Bond et al., 2000).
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Table  1. The  outreach  treatment  program  and  its fidelity to items
concerning the staffing patterns of the ACT model.

Value*

Staffing patterns

Hl      Small case load                                                                                      5
H2 Team approach                                                          4

H3 Program meeting                                                        2

H4 Practicing team leader                                                          4

H5 Continuity of staffing                                                                 3

H6 Staff capacity                                                            5

H7 Psychiatrist on staff                                                             1

H8 Nurse on staff                                                               5

H9 Substance-abuse specialist on staff                                            5

H10 Vocational specialist on staff                                                                 1

Overall fidelity score 3.5

Organization structure

01 Explicit admission criteria                                                      5
02 Low intake rate                                                                   5
03 Multidisciplinary approach                                                     4
04 Full responsibility for crisis services                                                 1
05     Responsibility for hospital admissions                                          3
06     Responsibility for hospital discharge                                         1

Overall fidelity score 3.2

Service delivery features
Sl In-vivo services                                                              3
S2 No dropout policy                                                                     4

S3 Assertive engagement mechanisms                                         4

S4 Intensity of service                                                                    5

SS Frequency of face-to-face contact                                           2

S6 Work with support system                                                          2

S7 Substance-abuse treatment                                                       4

S8 Dual disorder treatment groups                                                       1

S9 Dual disorders model                                                       3

Overall fidelity score                                                                   3.1

Based on the DACTS
* Range: from 1 (poorly implemented) to 5 (completely implemented)
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7.1 Introduction
In this thesis the effectiveness of an outreach treatment program (OTP) for

chronic, high-risk crack abusers was examined by means of a RCT and a
process evaluation. Subjects treated in 0TP and standard addiction care
(treatment group) were compared with subjects treated in standard addiction
care only (control group) on the outcome measures treatment compliance,

improvements and satisfaction. Main aim of the study was to ground theory
for an evidence-based practice for a difficult-to-reach subpopulation among
multiple-substance abusers; i.e. individuals who were, despite their serious
problems, not (sufficiently) engaged in treatment other than methadone mainte-
nance. As discussed in Chapter 2, until 1995, the Dutch addiction care policy
had focused only on heroin addiction by providing methadone maintenance
and long-term, abstinence-based treatments. In 2000, OTP was set up as an
experimental treatment to complement standard care. OTP consisted of assertive
outreach, a time-out service and case management, as well as adjunctive
services (e.g. a walk-in service and acupuncture treatments) used as incentives.

Strong emphasis was placed on contacting the target group and motivating them
to participate in treatment.

The thesis comprises four manuscripts which have been submitted to
international scientific journals in the field of mental health care and addiction
care. The results of the studies serve as an empirical basis for a more
differentiated and specialized harddrug policy in the Netherlands. The main study
questions were: 1) Does OTP offer an attractive option in terms of treatment
compliance, 2) Does 0TP have a positive impact on the client's physical condi-
tion and drug-related problems, and 3) What are the client's opinions about OTR
An additional three studies were conducted to provide information on the internal

validity of our study regarding the second outcome measure ("treatment improve-
ments"), gender differences in study results, and OTP's agreement with a
treatment model already proven effective; i.e. assertive community treatment
(ACT). These three studies address the following questions: 4) What are the
consequences of "faking bad" in not-to-blind public health research that is
dependent on existing baseline data, and how can this response bias be avoided,
5) Do gender differences exist in the client's problem severity and treatment
compliance, outcome and satisfaction, and 6) What are the similarities and
differences between 0TP and ACT according to criteria as defined in the
Dartmouth Assertive Community Treatment Scale, and in what ways should
ACT be modified to possibly better serve high-risk crack abusers.

This final Chapter summarizes the results of the study and discusses

implications for future policy decisions and research. The Chapter has three
Sections; an overview of the study findings (Section 7.2), validity of the study
results (Section 7.3), and implications for future service planning and research

(Section 7.4).
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7.2 Overview of the study findings

7.2.1 General study results
Chapter 3 discusses the results of the RCT and the process evaluation.

At baseline the average age of the study group was 37.5 years, and most

subjects were born in the Netherlands. There was a high representation of
homeless and female crack abusers in the sample. Based on the inclusion
criteria, the total group presented a broad spectrum of severe drug-related
problems. Compared with the regular methadone maintenance clients of the
Bouman institute, rates of physical and psychological impairment were extremely
high, as were rates of lifetime and current substance abuse, and arrest history.

Does 0TP offer an attractive option in terms of treatment compliance?
Results of compliance with OTP (treatment group) were very positive, conside-

ring the poor engagement rates often reported in treating cocaine-dependent
individuals. Apart from receiving standard care, more than half of the subjects
(54%) participated from 4 to 7 months in OTR and 30% made use of the full 8
months available for this treatment. The vast majority of clients (82%) met the
criteria for "regular participation"; i.e. at least 4 months of OTP treatment were
attended, and dropout periods lasted less than 2 months. In the 8-month study
period the average length-of-stay in 0TP was 6.2 months. During this period
2,804 visits were counted, which led on average to 13.7 individual visits per
month (i.e. 3.4 individual visits per week). With respect to assertive outreach, on
average 4.1 contacts took place before subjects decided to participate in OTR

and dropouts were re-engaged monthly.

Does 0TP have a positive impact on the client's physical condition and
drug-related problems?

The treatment group made significantly more improvements than the control

group in physical health, general living conditions, and psychiatric status. At 8
months follow-up, the treatment group had been prescribed less medication on
a regular basis. Subsequently, the percentage of homeless subjects decreased,
whereas satisfaction with leisure activities increased. With respect to psychiatric
status, after discharge the treatment group reported a significant decrease in
current anxiety symptoms and in concentration disorders. Positive trends emer-
ged in more satisfaction with living conditions, less days per month with family
problems, diminished service needs for social problems, and diminished service
needs for psychiatric symptoms. 0TP had no significant effects on the life areas
employment / education / income, substance abuse. and legal status. Except for
one significant positive effect (i.e. a reduction in current conflicts with their
father), the control group remained almost unchanged.
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What are the client's opinions about OTP?
The process evaluation provided information on the program characteristics

that were, according to the clients, strongly associated with treatment complian-
ce. Most subjects attributed their compliance with 0TP to the adjunct services
(used as incentives), and a positive attachment to the care provider. Assertive
outreach was also important for compliance in more than half of the clients.
Furthermore, the inpatient time-out provision, social services, and psychosocial
counseling were highly recommended. Consistent with the results of the RCT,
clients reported beneficial short-term effects of OTP mainly in general living
conditions. Finally, 0TP was well accepted (i.e. an average rating of 7.9 out of
10). This score was more than two grades higher than the score of the standard
addiction care services in Rotterdam, acquired in a comparable study on client
satisfaction; i.e. an average rating of 5.6 (Van der Poel et al., 2001).

The main conclusion of Chapter 3 was that OTP could prove to be an effective
treatment for chronic, high-risk crack abusers since the program was associated
with high levels of treatment compliance and client satisfaction (at least for the
less indigent subjects) among a population specifically selected on severe

impairment. As discussed in Chapter 4 and in Section 7.3 of this Chapter, the
improvements reported in 0TP need further investigation.

7.2.2 Results of the gender comparison
The study of Chapter 5 made use of the existing data from the RCT and

process evaluation as discussed in Section 7.2.1. Results indicated that,
compared to men, significantly more women were of Dutch origin. Besides
welfare payments, more than half of the women currently received income from
street prostitution, and more than a quarter was financially supported by spouse,
family or friends. Men, on the other hand, worked more days per month.

Do gender differences exist in problem severity?
Women reported a poorer health status than men. Significantly less women

had health insurance at intake, and women were more likely than men to suffer
from chronic physical problems, to receive medical treatment, and to take
medication on a regular basis. Similarly, a trend towards a larger mean number

of days per month with physical problems was found in women. A noteworthy
finding was, however, the significantly longer abstinence period in women.

Significant gender differences also emerged in the fact that, currently, women

reported to have spent more money on drugs than men, but used their drugs on
less days. Women had significantly higher rates of lifetime physical and sexual
abuse histories and, in contrast to men, women reported current physical assaults.

Apart from an over-representation of lifetime anxiety symptoms in women, no
further gender differences were found in psychiatric status. Men were more
satisfied than women with their living conditions and leisure activities. With regard
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to arrest history, men appeared to have fared worse than women on almost
every item studied. In addition, the mean number of suspended sentences was
somewhat larger among men, as was the mean number of arrests for burglary
Similarly, men had a considerably longer detention period than women.

Do gender differences exist in treatment compliance?
No significant gender differences were found in engagement levels in both

standard care and OTR Trends suggested that, at the end of the study period,
men received less standard outpatient treatments but more standard inpatient
treatments than women. In OTR men made significantly more use of the walk-in
service than women. No gender differences emerged in assertive outreach
conducted in both groups.

Do gender differences exist in treatment improvements?
Men made significantly more improvements in 0TP than women. At 8-months

follow-up, men were more satisfied with their living conditions and leisure
activities, and showed a decrease in current concentration disorders.
Furthermore, among men there were trends for less days per month with cocaine
abuse, less severe problems with drug abuse, a decrease in service needs for
drug abuse, less unstable housing conditions, and a decrease in service needs
for psychiatric symptoms. In women the number of subjects with unstable
housing conditions decreased significantly. Positive trends emerged in less
regular prescriptions of medication for physical complaints, less attachment to
the harddrug scene, a decrease in service needs for social relations, and less
current anxiety symptoms.

Do gender differences exist in client satisfaction with OTP?
There were a few gender differences in the expressed need for particular

services. Women gave a significantly higher grade for motivational outreach than
men. Women also found a 24-hour care service extremely important. More men
than women reported the beneficial effect of the daily walk-in service on their
treatment compliance. There was a trend for women to give a higher grade for
medical care than men. A negative trend emerged in the fact that women more
often than men reported to have visited OTP "every now and then". Men
experienced more relief in their legal problems as a result of OTR

The main conclusion of Chapter 5 was that, due to the harshness of street
prostitution, future treatment for female crack abusers should address areas of
severe impairment. Specific harm-reduction services, tailored to the lifestyle of
these women, are required to improve their general situation and safety.
Assertive outreach is necessary to prevent relapse. Research must focus on
treatment modifications that are necessary to better serve women (in particular
female street prostitutes).
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7.2.3 Results of the fidelity assessment
In Chapter 6 0TP was evaluated on its adherence to a treatment model

already proven effective, i.e. the assertive community treatment (ACT). ACT
was chosen as a point of reference, due to the similarity in the target group and
service delivery.

What are the similarities and differences between 0TP and ACT according
to criteria as defined in the DACTS?

Analysis showed that seven critical components of ACT were fully implemented
in OTP (score 5): OTP worked with explicit inclusion criteria and created a stable
treatment environment by a low intake rate and a small caseload. Staff capacity
was guaranteed, nurses and substance abuse professionals were part of the
team, and a high intensity of service was provided. In contrast to ACT, in OTP
dual-disorder treatment groups and psychiatrists and vocational specialists were
lacking, and the OTP staff did not have full responsibility for crisis services and
hospital discharge (score 1). ACT items that were moderately implemented in
OTP were: continuity of staffing, full responsibility for hospital admissions, in vivo
rehabilitation services, and treatment according to the dual-disorder model (score
3). Overall, the OTP DACTS score revealed a moderate implementation of the
ACT model (score 3.3).

In what way has the ACT model be modified to possibly better serve
high-risk crack abusers?

Since ACT was originally geared to individuals with severe mental illness,
several changes in staffing patterns and service delivery of the ACT model were
proposed to better serve chronic, high-risk crack abusers. First, forming a trusting
relationship must be a major aim in future treatment programs. We consider t
hat the goal of having contact with multiple team members at the same time
within the context of ACT is contraindicated with our target group. In our opinion,
the individualized client-therapist relationship must play a leading role, since
particularly chronic high-risk crack abusers have difficulty in forming a trusting
relationship. Second, as proposed in ACT, the intensity of at least four face-to-
face contacts per week (besides other forms of care) is considered too much
for our study population; such intensive "pampering" may have a reverse effect
on their treatment compliance. As suggested in our RCT; a positive treatment
outcome is also possible with on average one face-to-face contact per week.
Third, in new treatment plans for chronic, high-risk crack abusers on-the-spot
incentives (i.e. services which the clients consider as important) should be
directly available on the program. The choice of these incentives must depend
on the local circumstances and client's service needs, and must serve no other
goal than to keep the target group involved in treatment. Chapter 6 concluded
that further research is necessary to evaluate whether the proposed program
modifications are appropriate.

GRAB AND HOLD



90 CHAPTER 7

7.3 Validity of the study results
Chapter 4 started with the proposition that RCTs provide the best evidence on

treatment efficacy, but that difficulties may emerge in the execution of this trial

design. Exemplified by our study, an important issue that may occur with
not-to-blind trials in the field of public health is adressed. Analysis of baseline
measures may unexpectedly reveal significant between-group differences, in
such way that the treatment group reports a more severe condition than the
control group. It is suggested that, at the beginning of a treatment, subjects may
insinuate increased severity to guarantee the attention of the care provider. An
important consequence of this "faking bad" is that, at follow-up assessment,
regression to the mean may have produced false-positive interferences in the
treatment group. What enables "faking bad" to occur is that basic client informa-
tion is often insufficiently updated or sometimes even lacking in standard health
care services. This means that in case of prerandomized controlled trials these
baseline data do need to be gathered afterwards; i.e. after the informed consent

procedure. However, after being informed, patients may have other views and

expectations about the novel program, which can produce different responses
prior to treatment.

For the same reason as mentioned above, in our RCT there is a possibility that
the results of the second study question (i.e. "treatment improvements") were
biased. On the other hand, in 0TP the positive treatment outcome was in line
with the high levels of compliance and satisfaction in the treatment group. Thus,
evidence from diverse sources deny the existence of "faking bad" in our study.
In any care, as pointed out in Chapter 3, more investigation is needed with simi-
lar group conditions at baseline.

The main conclusion of Chapter 3 was that prerandomization can only protect
a trial's internal validity if baseline data are already available. To improve the
efficiency of care and to support the development of evidence-based practices
in public health, health care services should register their basic client information

more carefully than they do at the moment.

7.4 Implications for future service planning and research
This study demonstrated that to successfully engage chronic, high-risk crack

abusers in treatment, an intensive approach is required. In the Dutch addiction
care OTP was one of the first expressions of a changing focus of treatment from
institution to community. Key ingredients of this community-based program inclu-
ded assertive outreach to encourage treatment entrance and to reduce dropout,
a comprehensive set of services with on-the-spot incentives, and "tailor-made"
treatment. The outcome evidence from our RCT suggests that 0TP had advan-

tages over standard care in terms of treatment compliance and satisfaction (as
stated in Section 7.3, the improvements achieved in 0TP need further validation).
The most striking finding of this study was that a treatment program that lacked
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methadone maintenance was visited on average 3.4 times per week by a
difficult-to-reach target population. As we know from other crack-related studies,
this maintained contact is particularly important because loss of contact is a
common feature in the treatment of cocaine addiction.

7.4.1 Barriers to implementation
Although OTP seems promising as an effective treatment for seriously-impaired

crack abusers, until now the program has not been implemented or further
investigated. The question remains why novel treatments are so badly integrated
in the Dutch standard addiction care, even when policymakers, practitioners and

clients agree on the desired outcomes. In line with the situation in the broader
field of (international) mental health care, many factors contribute to these
implementation problems:

The first barrier to implementation includes erosion of the resources of care
programs in addiction care (Goldman et al., 2001). Financial cutbacks undermine
the ability to develop new treatments since these initiatives are not embedded in
the traditional infrastructure and thus have to be supported by one-off external
funding. This was also the case with OTP; the experimental program was not
financially covered and, despite its apparent effectiveness, continuation was
therefore difficult. In addition, financial policies are often outside the control of
the executive care service. Policymakers, however, must understand the new
practice and its utility before they can be expected to adopt it (Goldman et al.,
2001).

The second barrier includes organizational problems in everyday practice. Our
study showed that a wide range of services has to be developed to cover the
needs of chronic, high-risk crack abusers, including a highly specialized team,
extended hours of operation (7 x 24 hours a day), continuous outreach, and
capacity to deliver intensive support. Moreover. without adequate accomodation
premises implementation of these treatment elements is impossible (Shepherd
et al, 1998). However, the standard addiction care agencies do not yet cover all
these nontraditional services, and effecting change is difficult when other
(political) priorities may play a role (Goldman et al., 2001).

The third barrier includes the lack of continuity of care. In order to adequately
serve chronic, high-risk crack abusers a long-term perspective (with less focus
on symptom reduction) is necessary. Significant improvements in housing status,
occupation, social networks, or psychiatric status can not be achieved in a short
period of time (Shepherd, 1998). Multiple problems demand multiple solutions.
However, due to the historical split between social care, mental health care and
addiction care services in the Netherlands, the delivered care is often fragmented
and badly co-ordinated. Despite the fact that state and local authorities have
been making efforts to provide integrated care, particularly substance-abusing
individuals with co-morbid mental illness find it hard to navigate the diverse care

GRAB AND HOLD



92 CHAPTER 7

systems or make sense of confusing messages about treatment and recovery
(Drake et al., 2000, 2001).

The fourth barrier includes limitations in the treatment-effectiveness research
base. A treatment model is always a "package deal", and knowing which
elements of that package contribute what to the client outcomes is not possible
when testing models (Rapp, 1998). In some cases the effectiveness may not
even be associated with the model itself but with the expertise, charisma, or
enthusiasm of individual practitioners. In others it may reflect local conditions

(Shepherd, 1998). Thus, evidence-based treatment models do not provide the
answers for all persons, all outcomes, or all settings (Frese et al., 2001, Bond et
al., 1988, Creed et al., 1991). Some patients are simply too disturbed, too much
of a danger to themselves or to others, or too vulnerable in other ways, to benefit
from them (Shepherd, 1998). These people probably will need lifelong treatment.
Another difficulty is that a treatment model is never entirely replicated, but rather

adapted (Rapp, 1998). Given the number of uncertainties associated with the
"black box" and the duplication of an effective treatment, policymakers may find
implementation an expensive and risky undertaking.

The final barrier includes problems with the generalizability of unique study
results. For experimental treatments such as OTR there is no unequivocal
evidence to clearly guide policy and practice. Therefore, initiatives like OTP
should be considered as modest starting points for further research. However,

as long as scientific investigation is not thoroughly embedded in the standard
policy of addiction care services, further studies may be put on hold.

7.4.2 Facilitators of implementation
Despite the above-mentioned obstacles, well-grounded research on "state-of-

the-art" treatment programs like 0TP is necessary since continuous evaluation
of service delivery provides useful information for an evidence-based treatment
model. We agree with Goldman and colleagues (2001) that evidence-based

practices must be a priority for care. These services must be widely available,
accessible, and should be inviting. It is a major challenge to identify policy
interventions that facilitate implementation and also minimize the barriers.

Based on the literature studied on this topic (Nutbeam, 1996, Shepherd, 1998,
Gezondheidsraad, 2000, Goldman et al., 2001, Grol and Wensing (eds.), 2001),
we propose the following financial and organizational changes at the policy level
to better serve chronic, high-risk crack abusers:

· Implementation of crack-related, community care programs must be enhanced

by better planning among the agencies responsible for funding such care.
Financial resources must consistently support the transition to novel treatments
in addiction care services that have historically been involved in older practices.
By creating organizational conditions to adopt new treatments, programs such
as 0TP will have an opportunity to become established.
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· State and local authorities, as well as program administrators in the field of
addiction care, must support serious "forerunners" of an evidence-based
practice. An infrastructure based on continuity of leadership is important in
efforts to move from unique study projects to system-wide implementation.
Leadership is also critical for judging new treatment recommendations and
guidelines for developing standards to assess practice.

· Optimizing the care process should be a two-way dialogue between
researchers and practitioners; however, the transfer of knowledge between
these groups is less than optimal. To bridge the gap between science and
care, communication needs to be improved. As in Dutch university hospitals,
implementation of so-called "academic places" are recommended to provide
a long-term research programming and a research infrastructure within the
participating institutes. By means of these academic places the content and
the organization of the addiction care can be innovated and new insights
developed.

· Addiction care professionals need to be better educated in nontraditional
approaches that are supported by research findings. For instance, practitioners
should be trained in conducting in vivo rehabilitation practices and assertive
outreach. Education and training should aim to lift the discipline of a community
care provider from the realms of the "gifted amateur"

7.4.3 Research recommendations
Because 0TP was the first crack-related treatment in the Netherlands that

underwent empirical evaluation, the evidence base for this care program needs
further investigation. Conceptual and empirical clarity about 0TP can facilitate
replication and evaluation of future treatment plans. Based on our study findings
we propose research on the following topics:

· New treatment plans for chronic. high-risk crack abusers should continue
with evaluating the treatment principles as conducted in OTR since achieving
consistently positive research outcomes is the core of evidence-based practice
(Goldman et al., 2001).

· More research with larger groups and similar conditions at baseline assessment
is necessary to verify the improvements demonstrated in 0TP with respect to
physical health, general living conditions, and psychiatric status.

· When designing new services it is important to be culturally sensitive and
respectful of diversity (Goldman et al., 2001). Therefore, future investigation of
0TP must focus on treatment modifications that are necessary to better serve
women (in particular female street prostitutes).
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· It should be examined how the already proven effective ACT model can be
tailored to the severe conditions of chronic, high-risk crack abusers.

· The extent to which innovative treatments are in agreement with current
perspectives, standards, routines, and needs of good care determines the
chance of implementation. The input of patients is essential in improving the
compatiblitiy of new treatment plans (Grol and Wensing (eds.), 2001)
Therefore, future research should not exclusively focus on traditional treatment
outcomes (such as compliance, relapse, and hospitalization prevention), but
should use a broader definition of recovery; i.e. one that encompasses the
client's notions of empowerment and self-directedness, and how they perceive
their needs (Frese et al., 2001). It is important to consider the priorities of
persons who are unwilling to engage with standard services or whom standard
services actively reject, since these persons present a rather specific range of

problems and require a specific range of solutions (Shepherd, 1998).
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Background and purpose of the study
In the early 199Os, crack (the freebase form of cocaine hydrochloride. benzoyl-

methylecgonine, C17'121NOJ entered the traditional opiate circuit of Rotterdam.
In this respect Rotterdam was a forerunner of the other large cities in the
Netherlands. Through this new substance the climate in the harddrug scene
became tougher and more aggressive; crack use and associated behaviour
turned out to be violent, extremely harmful, and difficult to control. Since, at that
time, the Dutch standard addiction care services traditionally had focused only
on heroin addiction by providing methadone maintenance and long-term,
abstinence-based treatments, an experimental treatment program was set up
to complement standard care. This so-called "outreach treatment program"
(OTP) was community-based and consisted of assertive outreach, a time-out
service, case management, and adjunctive services (e.g. a walk-in service and

acupuncture treatments) used as incentives. Strong emphasis was placed on the
client-therapist relationship; a dialogical relationship built on trust, understanding,
and education was considered to be important.

In this thesis the effectiveness of 0TP was examined. Main aim of the study
was to ground theory for an evidence-based practice for a difficult-to-reach

subpopulation among multiple-substance abusers; i.e. chronic, high-risk crack
abusers who were, despite their serious problems, not (sufficiently) engaged in
addiction care treatments other than methadone maintenance. Because 0TP was
the first crack-related treatment in the Netherlands that underwent empirical

evaluation, this study needs to be considered as a modest starting point for
further investigation.

The main study questions were:
1. Does OTP offer an attractive option in terms of treatment compliance.
2. Does 0TP have a positive impact on the client's physical condition and

drug-related problems.
3. What are the client's opinions about OTR

An additional three studies were conducted to provide information on: a)
the internal validity of our study regarding the second outcome measure (i.e.
"improvements"), b) gender differences in study results, and c) OTP's agreement
with a treatment model already proven effective; i.e. assertive community
treatment (ACT). These studies addressed the following questions:

4. What are the consequences of "faking bad" in not-to-blind public health
research that is dependent on existing baseline data, and how can this
response bias be avoided?

5. Do gender differences exist in the client's problem severity and treatment

compliance, outcome and satisfaction?
6. What are the similarities and differences between 0TP and ACT according to
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criteria as defined in the Dartmouth Assertive Community Treatment Scale,
and in what ways should ACT be modified to possibly better serve high-risk
crack abusers?

Study design, methods, and materials
The results presented in this thesis are based on data from a RCT and a

process evaluation. The study was conducted from February 2000 to December
2001 by the Bouman addiction care service in Rotterdam. To qualify for inclusion,
participants had to be aged over 25 years, able to adequately communicate in
Dutch, legally competent to provide written informed consent, and currently living
in the inner city of Rotterdam.

Study participants were recruited from institutional and non-institutional
settings. In this study subjects were asked to give consent to receive the
treatment to which they were randomized, thus not to the randomization itself.
The choice for prerandomization (Zelen design) was determined by OTP being a
novel, attractive, and not-to-blind treatment, since these key features could pose
serious threats to the internal validity of this study. To offer a 50% chance of
treatment under these conditions could lead to disappointment and distress
among the subjects of the control group, resulting in increased rates of non-
compliance or loss to follow-up. To meet ethical concerns about the control group
being not aware of participation in a trial (as in the traditional Zelen design), in
this study a double-consent procedure was carried out. This means that subjects
of both treatment groups signed an adapted written informed consent. Approval
with the treatment protocol was given by the Bouman institute internal ethical
committee.

Randomized controlled trial
Subjects treated in 0TP and standard addiction care (treatment group) were

compared with subjects treated in standard addiction care only (control group)
on the outcome measures "treatment compliance" and "improvements".

First, in both groups, data on compliance with standard care were collected
through monthly registrations of treatment attendance and selected items of the
EuropAsi questionnaire. Standard care was provided by the Bouman institute and
consisted of methadone maintenance programs, drug usage locations, a walk-in
service, an outpatient rehabilitation program, and a clinic. Compliance with
standard care was compared at baseline and after an 8-month follow-up.
Secondly, within the treatment group compliance with 0TP was determined by
analyses of individual scores of participation, gathered during months 1 to 8 of
treatment. To determine average duration and intensity of OTP treatment,
records were kept of all actual treatment sessions attended. Finally, utilization
levels of the separate service items of 0TP were ascertained, as were the
intensity of assertive outreach. Third, the effectiveness of 0TP was examined
through the EuropAsi questionnaire, administered at baseline and at 8-months
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follow-up in private face-to-face settings by trained research volunteers. In
these interviews information was gathered on the life areas physical health,
employment / education / income, substance abuse, legal status, family and
social relations, and psychiatric status.

Two research teams conducted the assessments required for the RCI Teams

and respondents were non-double-blind to the treatment condition. To warrant
inter-rater agreement, EuropAsi trainings and periodical meetings were
compulsory for all staff members during the study period.

Process evaluation
Main goal of the process evaluation was to assess whether 0TP met the

multiple-problems and service needs of chronic, high-risk crack abusers. The
outcome measure included "treatment satisfaction". Approximately four months
after discharge, former clients of OTP filled in a checklist developed to obtain
client information on participation, reasons for compliance, quality and comfort
of service, competence of the care provider, and self-estimation of effects.

Additionally, clients rated OTP based on the question: "How positive has this
form of treatment been to you?" The scale ranged from 1 (not at all positive) to
10 (extremely positive). The process evaluation was conducted by an indepen-
dent research team.

Additional studies
The methodological study discussed the internal validity of our RCT regarding

the second outcome measure; i.e. "treatment improvements". Review of the
literature concerning prerandomization provided insight into an important
prerequisite for the appearance of 'Taking bad" in not-to-blind public health
studies which are dependent on existing baseline data, and how this response
bias can be avoided.

The gender comparison study made use of the existing data of the RCT and
process evaluation. Main topics of interest were gender differences in problem
severity, treatment compliance, outcome, and satisfaction.
In the fidelity assessment 0TP was evaluated on its adherence to the assertive
community treatment (ACT) model. Adherence to ACT was tested on 25 criteria
of the Dartmouth Assertive Community Treatment Scale. Data were derived
from multiple sources: 1) an interview with the former team leader and a
case manager of OTR 2) computerized registration data of client contacts. 3)
randomly selected clinical records, and 4) management information.

Availability of follow-up data
In the main study (Chapter 3) analyses at baseline were based on 124 sub-

jects. However, due to the premature closing of 0TP by the project's manage-
ment at the Bouman institute, for 30 of the 63 subjects of the treatment group
the study period was shortened. Therefore. in this group subsequent analyses
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were based only on those 33 subjects who entered 0TP in the first stage of
admission and therefore participated in the full study period of 8 months. We
presume that the exclusion of the 30 subjects did not confound the value of the
study results since these subjects were not lost to follow-up, but were deliberately
omitted from post-treatment analysis. Between-group analysis revealed no
significant differences in baseline characteristics, so that there is no reason to
assume that the 30 omitted subjects differ from the 33 included subjects.

Results
Baseline characteristics showed an average age of 37.5 years and most

subjects were born in the Netherlands. There was a high representation of
homeless and female crack abusers (i.e. street prostitutes) in the sample.
Compared to regular methadone maintenance clients, the total group presented
a broad spectrum of severe drug-related problems; i.e. rates of physical and
psychological impairment were extremely high, as were rates of lifetime and
current substance abuse, and arrest history.

Study results indicated that the treatment group and control group were equally
involved in standard addiction care services (Chapter 3) Participation was main-
ly based on methadone maintenance. In the treatment group the average length-
of-stay in 0TP was 6.2 months, with visits 3.4 times a week. Subjects treated in
0TP showed significant improvements in physical health, general living condi-
tions, and psychiatric status. No effects emerged in employment / education /
income, substance abuse, and legal status. Except for one significant beneficial
effect in family relations, the control group remained almost unchanged. Clients
of OTP reported feeling very satisfied with their treatment. On-the-spot incentives
and a positive relationship with the care provider were directly associated with
treatment retention.

Chapter 3 concluded that 0TP is promising as an effective treatment for
chronic, high-risk crack abusers. The program was associated with high levels of
treatment compliance and client satisfaction (at least for the less indigent sub-
jects) among a population specifically selected on severe impairment. Particularly
important is the enhanced engagement and maintained contact, because loss of
contact is a common feature in the treatment of cocaine addiction. As discussed
in Chapter 4, the improvements achieved in 0TP need further investigation.

Chapter 4 addressed an important issue that may occur in not-to-blind public
health research. If general care services fail to deliver basic client information,
in prerandomized controlled trials additional baseline data need to be gathered
afterwards; i.e. after the informed consent procedure. It is plausible that, after
being informed, patients will produce different responses prior to treatment,
due to other beliefs and expectations about the novel program. Exemplified by
our prerandomized study, the consequences of "faking bad" on the treatment
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outcome were examined. If the condition at intake is exaggerated, the positive
results after discharge must be considered as false-positive interferences, since
regression to the mean is now responsible for the positive treatment outcome.

Chapter 4 concluded that the Zelen design can only protect a trial's internal
validity if baseline data are already available in the participating institute. To
improve the efficiency of care and to support the development of evidence-based
practice in public health, health care services need to register their basic client
information more carefully than they do at the moment.

Chapter 5 presented the results of the gender comparison study, conducted
among the clients of OTR Study results indicated that the vast majority of women
was involved in street sex trade and was extremely vulnerable to deterioration.
Compared to men, women who entered treatment were more impaired as
reflected in their poorer physical health, higher rates of previous physical and
sexual abuse, and anxiety symptoms. However, women reported a longer
episode of cocaine abstinence than men. No gender differences emerged in
treatment compliance with standard care and OTR After discharge, men reported
a significantly better treatment outcome than women. Both groups gained most
improvement in general living conditions. Although both groups agreed with the
service items of OTR there were gender-specific service needs. An outpatient
walk-in service seemed to serve the needs of the men most, whereas women
preferred a 24-hour care service including medical treatment and motivational
outreach.

Chapter 5 concluded that, due to the harshness of street prostitution, treatment
for female crack abusers should address areas of severe impairment. Specific
harm-reduction services, tailored to the lifestyle of these women, are required to
improve their general situation and safety. Assertive outreach is necessary to
prevent relapse.

In Chapter 6 0TP was evaluated on its adherence to a treatment model

already proven effective; i.e. the assertive community treatment (ACT) model.

Study results indicated that such adherence was generally moderate. Adherence
was high on 7 items (clearly defined inclusion criteria, phased enrolment of
clients, small case load, high capacity of staffing, nurses and substance-abuse
professionals on the staff, and high intensity of service). Psychiatric and
rehabilitation services were not implemented in OTR neither were dual-disorders
treatment and a full responsibility for the clientele.

Chapter 6 concluded that future crack-related treatment must include the
following community-based aspects: a psychiatrist and rehabilitation specialist
on the team, staged substance-abuse treatment, and a longitudinal perspective.
Three modifications of the ACT model were proposed to possibly better serve
chronic, high-risk crack abusers: 1) a stronger focus on the client-therapist
relationship, 2) a substantial decrease in the number of individualized face-to-
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face treatment contacts required for effective treatment, and 3) implementation of
on-the-spot incentives. Further research is necessary to evaluate whether the
proposed program modifications are appropriate.

Policy recommendations
Our study results indicated that to successfully engage chronic, high-risk

crack abusers in treatment, an intensive approach is required. Key ingredients
of a community-based program must include assertive outreach to encourage
treatment entrance and to reduce dropout, and a comprehensive set of services
with on-the-spot incentives. If properly tailored to the needs of the target group,
this type of treatment will be effective in at least treatment compliance and client
satisfaction.

Despite the financial and organizational obstacles often associated with imple-
mentation of new addiction care treatments, good research on "state-of-the-art"

programs like 0TP is necessary as these evaluations will finally provide useful
information for an evidence-based treatment model. To better serve chronic,
high-risk crack abusers we propose the following changes at the policy level:

· Financial resources must consistently support the transition to novel programs
in addiction care services that have historically been involved in older practices.
In this way, programs such as 0TP will have the opportunity to become
established.

· State and local authorities and program administrators must support serious
"forerunners" of an evidence-based practice. An infrastructure based on
continuity of leadership is important in efforts to move from unique study
projects to system-wide implementation.

· To bridge the gap between science and care. so-called "academic places" need
to be developed. Main aims are to provide a long-term research programming
and a research infrastructure within the participating institutes. By means of
these academic places the content and the organization of addiction care can
be innovated and new insights developed.

· Addiction care professionals need to be better educated in nontraditional

approaches that are supported by research findings.

Research recommendations
Based on the findings presented in this thesis, we recommend further research

on the following topics:

· New treatment plans for chronic, high-risk crack abusers should continue
with evaluating the treatment principles as conducted in OTR since achieving

consistently positive research outcomes is the core of evidence-based practice.
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· More research with larger groups and similar conditions at baseline
assessment is necessary to verify the improvements achieved in OTR

· Future research on 0TP must focus on treatment modifications that are
necessary to better serve women (in particular female street prostitutes).

· It should be examined how the ACT model can be tailored to the severe
conditions of chronic, high-risk crack abusers.

· Future program evaluations should include client perspectives on service

delivery.

GRAB AND HOLD



104 SUMMARY

GRAB AND HOLD



105 SAMENVATTING

Samenvatting

GRAB AND HOLD



106 SAMENVATTING

GRAB AND HOLD



107 SAMENVATTING

Achtergrond en doelstelling van de studie
Begin jaren negentig veroverde crack (de rookbare variant van cocaine

hydrochloride, benzoylmethylecgonine C17H21NC)4) het traditionele opiaten-
circuit van Rotterdam. Rotterdam liep in deze trend v66r op de andere grote
steden in Nederland. Door dit nieuwe middel werd het klimaat in de harddrugs-
scene harder en agressiever; cokegebruik bleek heftig, bijzonder schadelijk en
moeilijk te reguleren te zijn. Omdat de verslavingszorg in die tijd traditiegetrouw
gericht was op de behandeling van heroineverslaving met behulp van methadon-

verstrekking en langdurige, op abstinentie gerichte opnames, werd er een
experimenteel programma ontwikkeld om het bestaande aanbod aan te vullen.
Dit zogenaamde "bemoeizorgprogramma" (BP) bestond uit outreachende
bemoeizorg, een time-out voorziening, casemanagement en aanvullende
diensten (een inloopvoorziening en acupunctuurbehandelingen) bedoeld als
"lokkertjes". De therapeutische relatie nam een prominente plaats in, dat wil
zeggen dat een onderhandelings-relatie gebaseerd op vertrouwen, begrip en
educatie belangrijk werd gevonden.

In dit proefschrift is de effectiviteit van BP onderzocht. Doel van het onderzoek
is empirische data aan te leveren voor de ontwikkeling van een evidence-based
practice voor een moeilijk te bereiken doelgroep onder polidrugsgebruikers;
chronische risicogebruikers van crack die, ondanks hun ernstige problematiek,
niet of onvoldoende gebruik maken van de bestaande verslavingszorg (behalve
methadonverstrekking). Omdat BP de eerste op crack gerichte hulpverlening in
Nederland is die wetenschappelijk is onderzocht, dienen de resultaten als een
startpunt voor verder onderzoek te worden beschouwd.

De vraagstelling van het onderzoek is drieledig:
1. Is het bemoeizorgprogramma een aantrekkelijk aanbod in de zin van

therapietrouw?
2. Heeft het bemoeizorgprogramma een positieve uitwerking op de lichamelijke

gezondheidstoestand en de aan drugsgebruik gerelateerde problemen van de
clianten?

3. Hoe wordt het bemoeizorgprogramma door de clianten beoordeeld?

Er zijn drie aanvullende studies uitgevoerd met als doel informatie te verschaf-
fen over: a) de interne validiteit van de hoofdstudie met betrekking tot de tweede

vraagstelling, b) sekseverschillen in studieresultaten, en c) BP's overeenkomsten
met een effectief gebleken behandelingsmodel: assertive community treatment
(ACT). In deze studies zijn de volgende vragen uitgewerkt:

4. Wat zijn de gevolgen van negatieve simulatie ("faking bad") in niet-te-blinderen
onderzoeken die afhankelijk zijn van bestaande cliantgegevens, en hoe kan
deze responsbias worden vermeden?

5. Zijn er sekseverschillen bij clianten van het bemoeizorgprogramma in ernst
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van de problematiek, therapietrouw, behandelresultaten en clianttevredenheid?
6. Wat zijn de overeenkomsten en verschillen tussen het bemoeizorgprogramma

en assertive community treatment volgens de criteria van de Dartmouth
Assertive Community Scale, en hoe kan ACT aan chronische risicogebruikers
van crack worden aangepast?

Onderzoeksopzet, methoden en instrumenten
De studieresultaten die in dit proefschrift worden gepresenteerd zijn gebaseerd

op gegevens van een gerandomiseerde gecontroleerde trial (RCT) en een
procesevaluatie. Het onderzoek is van februari 2000 tot december 2001

uitgevoerd door de Rotterdamse instelling voor verslavingszorg Bouman.
Inclusiecriteria waren een minimum leeftijd van 25 jaar, verblijf in de Rotterdamse
binnenstad, het (redelijk) beheersen van de Nederlandse taal en het wettelijk
bevoegd zijn tot het geven van toestemming.

Onderzoekskandidaten werden gerekruteerd uit institutionele en niet-institutio-
nele settings. In dit onderzoek werd toestemming gevraagd voor deelname aan
de behandeling naar waar men was toegewezen, dus niet aan de toewijzing zelf.
De keuze voor prerandomisatie (het Zelen design) kwam voort uit het feit dat BP
een nieuwe, aantrekkelijke en niet-te-blinderen hulpverlening was. Deze kenmer-
ken zouden de interne validiteit van het onderzoek kunnen schaden: immers, het
bieden van 50% kans op behandeling kan onder deze omstandigheden tot

teleurstelling en stress onder de deelnemers van de controlegroep leiden, het-
geen deelname en medewerking aan het onderzoek belemmert. Om ethische
bezwaren tegen de niet-geinformeerde participatie van de controlegroep (zoals
in het traditionele Zelen design) weg te nemen, is in dit onderzoek een zoge-
naamde "dubbele toestemmingsprocedure" uitgevoerd. Dit betekent dat beide

groepen een toestemmingsformulier hebben ondertekend. Het onderzoeks-

protocol is goedgekeurd door de interne ethische commissie van Bouman.

Gerandomiseerde gecontroleerde trial
Personen die naast standaard zorg in BP behandeld werden (experimentele

groep) zijn vergeleken met personen die alleen standaard zorg kregen
(controlegroep) op de effectmaten "therapietrouw" en "vorderingen".

Allereerst zijn in beide groepen gegevens verzameld over deelname aan stan-
daard zorg. Databronnen waren maandelijkse registraties van cliantparticipatie
en enkele items van de EuropAsi vragenlijst. Standaard zorg werd uitgevoerd
door Bouman en deze zorg bestond uit methadonprogramma's, gebruiksruimtes,
een inloopvoorziening, een ambulant rahabilitatieprogramma en een kliniek.
Deelname aan standaard zorg is vergeleken op baseline en na 8 maanden
follow-up. Vervolgens is met behulp van analyses van individuele hulpverlenings-
contacten de deelname van de experimentele groep aan BP gemeten. Om de
gemiddelde verblijfsduur en de intensiteit van de hulpverlening binnen BP vast te
stellen, zijn alle clidntbezoeken aan BP geregistreerd. Ook zijn alle verschillende
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typen hulpverleningscontacten bijgehouden, evenals de frequentie van
outreachende bemoeizorg. Tenslotte is de effectiviteit van BP met behulp van
de EuropAsi vragenlijst vastgesteld. Getrainde onderzoeksassistenten namen de
interviews bij intake en ontslag af. In deze interviews werd informatie verzameld
over de leefgebieden lichamelijke gezondheid, arbeid / opleiding / inkomen,
drugsgebruik. juridische status, familie en sociale relaties en psychiatrische
problematiek.

Twee onderzoeksteams verrichtten de metingen voor de RCI Het onderzoek
was niet-geblindeerd voor zowel de teams als de respondenten. Om de inter-
beoordelaarsvaliditeit te waarborgen waren EuropAsi trainingen en periodieke
onderzoeksbegeleidingen verplicht voor alle teamleden.

Procesevaluatie
Doel van de procesevaluatie was te onderzoeken of BP tegemoet kwam aan

de complexe problematiek en de hulpvragen van chronische risicogebruikers van
crack. De effectmaat was "klanttevredenheid". Ongeveer vier maanden na afron-
ding van BP vulden de clienten een vragenlijst in. Met behulp van deze lijst werd
informatie verkregen over participatie in BR redenen voor therapietrouw,
kwaliteit van de geboden diensten, deskundigheid van de zorgcoardinator en
inschattingen van effecten. Clianten beoordeelden BP tenslotte met een rapport-
cijfer tussen de 1 (helemaal niet positieD en de 10 (bijzonder positieD. Deze
beoordeling was gebaseerd op de vraag: "Hoe positief is deze vorm van hulp-
verlening voor u?" De procesevaluatie werd uitgevoerd door een onafhankelijk
onderzoeksteam.

Aanvullende studies
De methodologische studie behandelde de interne validiteit van de RCT met

betrekking tot de tweede effectmaat "vorderingen". Literatuuronderzoek over
prerandomisatie verschafte informatie over condities voor negatieve simulatie
("faking bad") in niet-te-blinderen onderzoeken die afhankelijk zijn van standaard
cli6ntgegevens.

De studie over sekseverschillen maakte gebruik van de bestaande gegevens
van de RCT en de procesevaluatie. Onderwerpen van studie waren mogelijke
sekseverschillen in ernst van de problematiek, therapietrouw, vorderingen en
klanttevredenheid.

In de studie BP versus ACT is BP geavalueerd op mogelijke overeenkomsten
met het ACT model. BP's programmatrouw aan ACT werd getoetst op 25 criteria
van de Dartmouth Assertive Community Treatment Scale (DACTS). Diverse
bronnen leverden data voor deze analyse aan: 1) een interview met de voormali-
ge teamleider en een zorgco6rdinator van BR 2) geautomatiseerde registraties
van clidntcontacten, 3) tien willekeurig geselecteerde clidntdossiers, en 4)
management informatie.
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Beschikbaarheid van follow-up gegevens
In de hoofdstudie (hoofdstuk 3) zijn de analyses op baseline op 124 respon-

denten gebaseerd. Echter, door de voortijdige sluiting van BP door het project-
management van Bouman kwamen de behandelingstrajecten van 30 van de
63 cli6nten van BP in het gedrang. Daarom zijn de vervolganalyses gebaseerd
op de 33 respondenten van de experimentele groep die in de eerste periode zijn
ingestroomd en daardoor de volle 8 maanden hulpverlening hebben gehad.
Benadrukt moet worden dat de exclusie van de 30 respondenten geen invloed
heeft gehad op de studieresultaten, aangezien deze respondenten geen uitval-

lers zijn, maar opzettelijk uit de follow-up analyses zijn gelaten. Groepsanalyse
leverde geen significante verschillen tussen de eerste en tweede lichting in
stromers op, zodat er geen reden is om aan te nemen dat de 30 geaxcludeerde
respondenten verschillen van de 33 geYncludeerde respondenten.

Resultaten
De gemiddelde leeftijd van de onderzoeksgroep is 37.5 jaar. De meeste

respondenten zijn in Nederland geboren. Daklozen en vrouwelijke crackgebrui-
kers (straatprostituaes) zijn ruim vertegenwoordigd. In vergelijking tot de
categorie methadoncli6nten is er bij deze onderzoeksgroep sprake van een
meervoudige en zeer ernstige problematiek op met name lichamelijke en
psychische gezondheid, drugsgebruik en juridische status.

Uit onderzoeksresultaten blijkt dat de experimentele groep en controlegroep
gelijk vertegenwoordigd zijn in standaard zorg (hoofdstuk 3) Deelname is

voornamelijk op methadonverstrekking gebaseerd. In BP duurde een hulp-
verleningstraject gemiddeld 6.2 maanden, met 3.4 bezoeken per week. Clianten
van BP tonen significante verbeteringen op lichamelijke gezondheid, algemene
leef-situatie en psychiatrische problematiek. Er zijn geen effecten op arbeid /

opleiding / inkomen, drugsgebruik en juridische problemen gevonden. In de
controlegroep blijft de situatie ongewijzigd, op een significante vordering in
familierelaties na. Cli6nten van BP zijn erg tevreden over de hulpverlening.
Volgens hen zijn de zogenaamde "lokkertjes op lokatie" en de positieve relatie
met de zorgcoardinator direct verbonden met therapietrouw

De conclusie van hoofdstuk 3 is dat BP een veelbelovende hulpverlening is
voor tenminste de beter gereguleerde cli8nten van een doelgroep die speciaal is
geselecteerd op een complexe, meervoudige problematiek. BP is geassocieerd
met een hoge therapietrouw en klanttevredenheid. Met name de positieve resul-
taten met betrekking tot instroom en deelname zijn belangrijk, aangezien uitval
een normaal verschijnsel is in de behandeling van cocaineverslaving Zoals
beschreven in hoofdstuk 4, zullen de vorderingen van de experimentele groep
nader onderzocht moeten worden.
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Hoofdstuk 4 behandelt een belangrijk fenomeen dat kan optreden in niet-
te-blinderen onderzoek in de gezondheidszorg. Wanneer zorginstellingen hun
basale cli6ntinformatie niet op orde hebben, dan zullen onderzoekers deze
informatie alsnog moeten verzamelen. In het geval van een geprerandomiseerde
studie betekent dit dat dit nA de ge'informeerde toestemmingsprocedure moet
gebeuren. Echter, het is plausibel dat de experimentele groep na toewijzing
andere opvattingen en verwachtingen van de nieuwe behandeling heeft, en op
basis daarvan andere reacties geeft. De consequentie van een specifieke
responsbias ("faking bad") wordt aan de hand van onze RCT geulustreerd.
Wanneer de toestand bij intake overdreven wordt, dan zijn de positieve resultaten

na afloop van de hulpverlening geen wezenlijke resultaten maar vals-positieve,
veroorzaakt door een regressie naar het gemiddelde.

De conclusie van hoofdstuk 4 is dat het Zelen design de interne validiteit van
een onderzoek alleen kan waarborgen als alle baseline gegevens op de partici-
perende instelling aanwezig zijn. Om de doelmatigheid van de zorg te verbeteren
en om de ontwikkeling van evidence-based practices te stimuleren, zouden zorg-
instellingen hun basale cliantgegevens in de toekomst beter op orde moeten
hebben.

In hoofdstuk 5 zijn de resultaten van de studie naar sekseverschillen tussen
de cli nten van BP gepresenteerd. Het blijkt dat een grote meerderheid van de
vrouwelijke crackgebruikers in de straatprostitutie werkt. Deze vrouwen zijn in
een extreem slechte conditie. In vergelijking tot mannen hebben vrouwen een
ernstiger problematiek bij intake. Dit uit zich in een slechtere lichamelijke gezond-
heid, en hogere prevalenties van lichamelijk / seksueel geweld en angsten. Aan
de andere kant hebben vrouwen langere abstinentieperiodes dan mannen. Er
zijn geen significante sekseverschillen in deelname aan standaard zorg en BR
Mannen daarentegen rapporteren meer behandelresultaten dan vrouwen. Beide

groepen boeken de meeste resultaten op de algemene leefsituatie. Hoewel zowel
mannen als vrouwen positief reageren op de programmaonderdelen van BR zijn
er significante verschillen in hulpbehoeften. Een inloopvoorziening (dagopvang)
blijkt beter aan te sluiten bij de behoeften van mannen, terwijl vrouwen voorkeur
hebben voor respectievelijk een 24-uurs voorziening, medische behandeling en
outreachende bemoeizorg.

De conclusie van hoofdstuk 5 is dat, mede door de harde wereld van de
straatprostitutie, hulpverlening voor vrouwelijke crackgebruikers afgestemd moet
worden op een zeer ernstige problematiek. Specifieke diensten, gericht op
gezondheidsbevordering en de leefstijl van deze vrouwen, worden aanbevolen
omdat deze de algemene situatie en veiligheid zullen bevorderen. Outreachende

bemoeizorg is nodig om terugval te helpen voorkomen.

In hoofdstuk 6 wordt BP geavalueerd op overeenkomsten en verschillen met
een reeds effectief gebleken behandelmodel, te weten assertive community
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treatment (ACT). BP blijkt gematigd modelgetrouw te zijn. Programmatrouw is
hoog op 7 items (duidelijk gedefinieerde inclusiecriteria, gefaseerde instroom
van clianten, kleine caseload, hoge personeelsbezetting, verpleegkundigen en
verslavingsdeskundigen op het team, en intensieve dienstverlening).
Psychiatrische hulp en rehabilitatie diensten zijn niet geTmplementeerd in BR
evenals dubbele diagnosebehandelingen en een volledige verantwoordelijkheid
voor de clianten.

De conclusie van hoofdstuk 6 is dat toekomstige hulpverleningsprogramma's
voor chronische risicogebruikers van crack community-based zullen moeten

zijn. Belangrijke elementen zijn een psychiater en rehabilitatiedeskundige op
het team, een gefaseerde behandeling van verslaving en een lange termijn
perspectief. Drie aanpassingen van het ACT model worden voorgesteld om de
groep chronische risicogebruikers van crack beter te kunnen bedienen: 1) een
groter accent op de therapeutische relatie, 2) een forse vermindering van het
aantal benodigde face-to-face behandelcontacten, en 3) implementatie van
"lokkertjes op lokatie". Vervolgonderzoek is nodig om deze aanpassingen op
werkzaamheid te evalueren.

Aanbevelingen voor beleid
Onze studieresultaten wijzen uit dat een intensieve benadering vereist is om

chronische risicogebruikers van crack aan een hulpverlening te binden.

Belangrijke ingredianten van een community-based programma zijn een veel-
omvattende set van diensten met "lokkertjes op lokatie" en outreachende
bemoeizorg om de doelgroep over te halen om aan de hulpverlening deel te
blijven) nemen. Wanneer een dergelijke hulpverlening goed wordt afgestemd
op de specifieke hulpbehoeften van de doelgroep, dan zal dit een positief
effect hebben op tenminste therapietrouw en klanttevredenheid.
Ondanks de financi6le en organisatorische belemmeringen die vaak gemoeid zijn
bij de implementatie van nieuwe behandelmethoden in de verslavingszorg, is een
goede evaluatie van "state-of-the-art" programma's zoals BP noodzakelijk.
Immers, deze evaluaties zullen uiteindelijk bruikbare informatie leveren over
evidence-based behandelmethoden. Om chronische risicogebruikers van crack

beter op te vangen en te begeleiden, worden de volgende veranderingen op
beleidsniveau voorgesteld:

· Financieringsbronnen dienen de overgang van oude naar nieuwe zorgprogram-
ma 's consistent te ondersteunen, met name in de verslavingszorg waarin

men oorspronkelijk is gericht op traditionele behandelvormen. Op deze manier
krijgen BP-achtige programma's een kans om zich te vestigen.

· Landelijke en regionale bestuurders en programmaontwikkelaars hebben de
gezamenlijke verantwoordelijkheid om serieuze voorlopers van een evidence-
based practice te ondersteunen. Een infrastruktuur gebaseerd op continu'iteit in
leiderschap is noodzakelijk om van eenmalige projecten naar instellingsbrede
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implementatie te komen.
· Om de kloof tussen wetenschap en praktijk te overbruggen dienen zogenaam-

de "academische werkplaatsen" te worden opgezet. Kernactiviteiten zijn het
aanleveren van een lange termijn onderzoeksprogrammering en het faciliteren
van een onderzoekskader binnen de zorginstellingen. Met behulp van deze
academische werkplaatsen kan de inhoud en de organisatie van de versla-

vingszorg worden verbeterd en nieuwe inzichten worden ontwikkeld.
· Professionals binnen de verslavingszorg dienen beter geschoold te worden

in de uitvoering van niet-traditionele methodieken die gebaseerd zijn op
wetenschappelijke inzichten.

Aanbevelingen voor onderzoek
Op basis van de resultaten van dit proefschrift wordt vervolgonderzoek op de
volgende thema's aanbevolen:

· Nieuwe hulpverleningsplannen voor chronische risicogebruikers van crack
dienen aan te sluiten bij de principes van de in dit proefschrift onderzochte
hulpverleningsmethodiek, aangezien consistente positieve studieresultaten
de kern vormen van een evidence-based practice.

· Meer onderzoek met grotere groepen en gelijke condities op baseline is
noodzakelijk om de vorderingen in BP te verifidren.

· Vervolgonderzoek dient zich te richten op aanpassingen van BP die nodig
zijn om vrouwelijke crackgebruikers (met name straatprostitudes) beter te

begeleiden.
· Het is de moeite waard om te onderzoeken hoe het effectieve ACT model

beter afgestemd kan worden op de ernstige problematiek van chronische

risicogebruikers van crack.
· In vervolgonderzoek dienen cli6ntperspectieven op serviceverlening in de

evaluatie te worden meegenomen.
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"Promoveren is vooruitzien." Deze eerste regel van het promotiereglement
werd me in het voorjaar 2003 door de pedel van de Universiteit van Tilburg
toegestuurd. Aan mijn vermogen tot plannen zal het dus niet liggen. Maar
promoveren is meer. In deze lange studieperiode heb ik vooral geleerd door te
zetten en me niet af te laten leiden. Promoveren is een intensieve vorm van
duursport: geen korte, felle sprints met een directe beloning maar onophoudelijk
"doordieselen". Wat dat betreft raad ik iedereen aan om naast het schrijven van
een proefschrift hard te lopen (of de Himalaya over te steken).
Graag wil ik een woord van dank richten aan de personen die, binnen of buiten

mijn werk, een belangrijke bijdrage hebben geleverd aan het tot stand komen van
dit boek:

In de eerste plaats bedank ik de GGD Rotterdam voor de mogelijkheid die zij mij
gegeven heeft om parttime te promoveren. Dit proefschrift beschouw ik als een
kroon op mijn jarenlange inspanning.

DeltaBouman (voorheen: Bouman Verslavingszorg) hee# het project gefaciliteerd.
Ik besef dat de uitvoering van een intensieve ambulante hulpverlening voor zorg-
mijdende crackverslaafden niet de makkelijkste taak is geweest. Ik ben de direc-
tie en de projectmedewerkers dankbaar voor hun tijd en energie.

Mijn promotoren Henk Garretsen, Ferd Sturmans en copromotor Inge Bongers
zijn vanaf het prille begin bij het onderzoek betrokken geweest. Ook zij zullen
dus een lange termijn perspectief voor ogen moeten hebben gehad. Ik wil hen
bedanken voor hun vertrouwen in een goede afloop van het project.
Henk, bedankt voor je goedkeuring, struktuur en klare taal bij mijn methodo-
logische dwalingen. Onze overleggen waren ontspannen en relativerend. Het
was een voorrecht dat ik gebruik kon maken van zowel je ruime kennis van
zorgonderzoek als je ervaring met het weerbarstige verslavingsveld.
Ferd, hoewel je op afstand aanwezig was, ben je zeer betrokken geweest bij de

opzet van het onderzoek. Je inhoudelijke ondersteuning bij de uitvoering van het
Zelen design was onmisbaar. Het gemak waarmee je de kritiek op het onortho-
doxe randomisatiemodel pareerde, was voor mij het bewijs dat het een goede
manier is om onderzoek onder deze moeilijke doelgroep te doen.
Inge, bij jou mocht de fles half leeg zijn! Het was heel ondersteunend om op
momenten dat het wat minder ging, onbekommerd mijn beklag te kunnen doen.
Daarbij ben je praktisch ingesteld en een snelle denker; jouw notitie over de
methodologische uitwerking van het onderzoek heb ik steeds als leidraad naast

mijn artikelen gelegd.

De co-auteurs Niels Mulder, Ad van Dijk en Hans Kroon bedank ik voor hun
medewerking aan de artikelen. Niels, ik wil jou in het bijzonder bedanken voor je
betrokkenheid bij het onderwerp en je advies over onder andere de statistische
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analyses. Gerrit Koopmans en Ron Schellings hebben waardevolle kritiek op
eerdere versies gegeven. Laraine Visser-Isles bedank ik voor het redigeren van
de Engelstalige manuscripten.
Engelien de Ruyter, Charles van Ditmars en Jan Doelman hebben mij al die tijd
van documentatie voorzien. Ik heb een groot beroep op hen mogen doen, en
hiervoor mijn dank.
De voormalig projectmanager van het Cocaineproject Joke Kooiman en de

zorgco8rdinator Evelien Menting bedank ik hartelijk voor de zorgvuldige
cliantregistraties en hun medewerking aan hoofdstuk 6 van dit proefschrift.

Verder bedank ik mijn collega's van de afdeling OGGz voor hun belangstelling en
medeleven. Marjan Kuilman, Saskia Roering, Liesbeth Bode, Anouk Vogelzang
en Esther van Fessem: bedankt voor de vele gezellige avonden rond de Eenpan
en voor de onvergetelijke trip naar Barcelona. Nooit geweten dat de Catalaanse

Eenpan zo'n sombere ervaring is!

Mijn vrienden zijn de laatste maanden vaak op de tweede plaats gekomen.
Is promoveren dan werkelijk zo belangrijk? De meest relativerende opmerking
kwam van een (niet verder bij naam te noemen) goede vriend: "Ga jij promove-
ren? Maar je bant toch al lang gepromoveerd!"
Graag wil ik Marianne Westendorp bedanken voor haar betrokkenheid bij
mijn werk. Altijd fijn dat er iemand is die nog harder blokt dan jijzelf, en onze
(praktisch) bierloze woensdagavonden in de kroeg waren een welkome onder-

breking. Mart Rienstra bedank ik voor zijn vriendschap en humor. Midas, bedankt
voor jouw dolende brein...  op de voorkant van dit proefschrift.  Met mijn oud-
huisgenootje Mara Soekarjo heb ik veel spelletjes ter afleiding gespeeld. Mara,
veel plezier op de middelbare school!
Ireen de Graaf en Willem Kegel: ontzettend bedankt voor jullie betrokkenheid

als paranimfen bij deze dag. West, dank voor allerhande advies aangaande mijn
promotie.
En dan gaat mijn laatste woord uit naar Jon. Bedankt lief, voor je geduld,
vertrouwen en positiviteit "Promoveren is vooruitzien." Het is af, en een
nieuwe tijd voor ons met Luca begint.
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This thesis examines the effectiveness of an outreach Ireatment program (OTP) in the

Reid of addiction care. Main aim of the study was to ground theory for an evidence-

based practice for a difficult-to-reach subpopulation among multiple-substance
abusers; i.e. chronic, high-risk crack abusers who are, despite their serious problems,
not (sufficienlly) engaged in care programs other than methadone maintenance.

A randomized controlled trial and a process evaluation were used to verify the study
questions. Subiects assigned to both OTP and standard care (treatment group) were
compared with subiects assigned to standard care only (control groupl on several

outcome measures.

Analysis revealed thai OTP was associated with high compliance and high treatment

satisfaction. These results were very positive, considering the poor engagement rates

often reported in treating cocaine-dependent individuals. There were also indications
for a significantly better outcome for the treatment group in physical health, general

living conditions, and psychiatric status. An additional three studies were conducted

to examine the internal validity of this study, to ascertain gender-specific features in

problems and needs, and to offer directions for adapting the assertive community
treatment model (ACT) to chronic high-risk crack abusers.

Theory presented in this thesis may serve as an empirical basis for a more differen-

Hated and specialized harddrug policy in the Netherlands. However, since 0TP was the

first crack-related treatment that underwent empirical evaluation, this study needs to be
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