Can we bridge Clinical Research and Practice?
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Abstract. The Psychotherapy Practices Based Research's Network (PPBRN) project [1] was conceived to bridge the long-standing divide between research and practice in clinical psychology. The network objectives are: developing the psychotherapies evaluation in natural conditions, deepening the knowledge of the functional configurations, reducing the gap between research and practice, improving the practices, developing a strong collaboration between researchers and clinicians and bringing a better knowledge of the practices. The PPBRN genesis context, network participants, data and toolbox will be followed by the analysis plan and the statistical methods used to detect the processes of change and identify the most effective treatments.

1 Context

1.1  Project position 

The psychotherapies constitute a major treatment in psychiatry and in mental health.  As such, they represent a major economic and societal stake. The Inserm collective expertise on the psychotherapies evaluation pointed the lack of work in this domain in France and the absence of French studies of the complex disorders with comorbidities which constitute the main part of a psychiatrist's office active line.


The PPBRN was conceived to answer this problem. The observational methodology, centered on the case, which allows at the same time a proximity with the clinical step and a quality of the observation which is finer and less global than that used for the outcome studies, makes it also possible to obtain a good level of evidence. The network objectives are:


1. Developing the psychotherapies evaluation in natural conditions and deepening the knowledge of the functional configurations, the moderators and the mediators of change during the psychotherapeutic process. Improving the understanding of the clinical disorders, the variables associated with their evolution, and their etiology;


2. Reducing the gap between psychotherapy research and psychotherapeutic practices by the development of clinical applications, improving the practices and the development of a strong collaboration between researchers and clinicians during the research process;


3. Bringing a better knowledge of the practices. 


The nature of this methodology, whose practices constitute the base, and its innovating character made even more necessary the existence of a constant and permanent collaboration between clinicians and researchers.


The PPBRN study is based on two principles: adapting the methodology to clinical reality and detecting the processes of change. The methodology of the network relates on psychotherapies, followed in a natural way, under naturalistic conditions. The analysis relates the changes of the patient, out and into the psychotherapy process and the conditions which moderate their evolution (process-outcome/moderators study). The cases are then aggregated which allows comparisons and considering the individual or more general character of the outcome. 


After the implementation of the network and its infrastructure during the first half of the year 2008, a hundred of cases followed in psychotherapy were gradually included in three research centers, corresponding each one to a particularly worrisome pathology in public health: borderline personality disorders, autism and pervasive developmental disorders, behavioral and depressive disorders in the Alzheimer's disease. The cases are followed one year, through a multidimensional systematic process-results study, then through a comparative analysis of the differences and the communities between similar cases from their meeting in the database. The practical objectives are including 300 cases and bringing the corresponding individual and comparative analyses to a successful conclusion.

1.2 Methodology 

The study of each case starts with the extensive notes of the psychotherapist during the first three talks, then after 3, 6 and 12 months. These extensive notes, accompagnied when it is possible by a recording, are used for the case formulation, and for a quantitative evaluation of changes with validated instruments (Health-Sickness Rating Scale from Luborsky [2], Psychodynamic Functioning Scales (PFS) from Hoglend [3], and Psychotherapy Process Q-set (PQS) from Jones [4]. The various indicators are evaluated during time, by 3 clinicians, psychiatrists or psychotherapists, forming a group of peers, the therapist and two others. 


The analysis relates the changes of the patient, out and into the psychotherapy process and the conditions which moderate their evolution (process-outcome /moderators study). 


First, the distinctive characteristics of the psychotherapy during the treatment will be examined to see how the level and the trajectory of the therapeutic alliance, the therapist’s technique and the patient’s intraspychic changes are bound to the symptomatology and functioning outcome. 


Second, when the processes will be better characterized, similar cases will be aggregated and comparisons will be made between the types of care, the patients' characteristics, the treatment conditions, the major configurations (patient, therapist, technique), the context and their relationship with the results and some specific changes. (symptoms, interpersonal relationships, Insight, tolerance for affects, adaptive capacity or, on the contrary, unsuitable behaviors interruptions, actings out, relapse, use of care services...). 

2 The network

[image: image1.png]! i

1

U669 Unit FFP
i Steering commitee

- Unit Director : B F B Fallisard, JM Thurin, O Lehembre| | - Connection with the scholar

- Coordinator: JM T societes

R it T8 M Thurin, MC Cablié, C Barthélémy,

DATABASE

- Inter-network communicatio
- Scientific monitoring, intranef
and internet : M T

Clinicians network
Process / results of controlled cases evaluation

(EPS, AFP, UAPF, AP,..) <> FFP.

(changes mechanisms during complex psychotherapies)

esoul

team Adult borderline

esoul
Coordinators : JM T and MC C |

‘Adolescent borderline
Coordinator : D C

team

Autism and MCDD pole
Coordinators : BG, GH, C B

Psychogeriatric pole
Coordinators : PhR, TG, P G







Fig. 1: The PPBR-network. 

The network rests on a mixed organization: the U669, a INSERM unit, centered on mental health with an approach of public health which coordinates the network and the French Federation of Psychiatry, involved since its creation in interface activities and scientific seminars organization, which coordinates the connection with the scholar societies on the network through its bulletin and web site.


The clinicians' network works in group of peers ( 3-4 ) on the processes of changes of cases controlled during the complex psychotherapies and their results. It is organized in four poles: a pole child / teenager (autism and pervasive developmental disorders), an adolescent borderline pole, a adult borderline pole  and a psychogeriatric pole (psychological and behavioral symptoms of the insanities). English and Italian teams working on autism are also involved in the network with the beginning of patients' inclusion. Finally, resources teams centered on autism and Alzheimer's disease and made up of clinicians and experts, supplement this structure. The data gathered by the clinicians within the framework of the network are assembled and integrated into the database.

3 The toolbox

Patient progress in therapy is constantly evaluated by using psychological or other measures related to physical health that have reliability and validity and provide replicable information about the status of patient functionning [5], in particular, HSRS, PFS and PQS.

3.1 Autism pole 

3.1.1  Case formulation 

The study of each case starts with the extensive notes of the psychotherapist during the first three sessions to write the case formulation, organize the  observations and evaluation and formulate hypotheses about the way the various factors interact in the current situation and the functional and/or structural reasons to which the difficulties and the disorders can be associated. The case formulation uses 4 axes: 1- the subject problems, their place in the context of his (her) current life situation, history and development, 2- non dynamic factors which may have contributed to his (her) problem, 3- synthetic integration of the available data opening to an interpretation of the precipitating factors and the influences which maintain the problems, 4- first definition of the purpose and intermediate objectives of the psychotherapy and the strategy to reach them [6].

3.1.2 The other tools 

The case formulation is followed by the DSM-IV and/or ICD-10 classification(s), the ECAR-T, revised evaluation of the autistic behavior (from Tours) [7], the GRCEEAI, clinical tracking of the evolutionary stages of the infantile autism [8] and the Child Psychotherapy Q-set, CPQ [9]. 


The ECAR-T scale has 29 items, rated from 0 to 4 according to their frequency [7]. This ECAR-T scale allows to explore the various domains of the autistic child's behavior: social withdrawal, verbal and non verbal communication disorders, adaptation to environmental situations, tonus disorders,  disrupted motricity, affect, shady reactions of the big instinctive functions, attention disorders, perceptions and intellectual functions. Symptomatic profiles are obtained who can be followed over several months. It is possible to analyze the evolution of this profile, symptom by symptom, by taking into account various factors.


The GRCEEAI scale allows to follow the development of the autistic child in 7 dimensions [8]: emotional expressions in the relation, the glance, the self representation, the verbal language, the exploration of the space and the objects, the temporal location, the aggressive demonstrations, and during 5 evolutionary stages: severe autistic state, stage of recovery of the skin, reduction of the vertical splitting reduction of the horizontal splitting and individuation. The underlying theoretical axis is that the constitution of the image of the body is in the heart of the subjective situation and of its symbolization.


The CPQ-set is an extension by Schneider [9] of the Psychotherapy Q-set PQS, of Jones et al. [4], elaborated during several years with a clinicians' panel referring to several theories. The CPQ constitutes a common language to describe and classify the therapy process from 100 items rated from the least characteristic to the most characteristic. Every item is conceived to be observable, avoid the references to a specific theory. It is intended to be largely neutral and to be able to be used for any therapy. 


The CPQ allows to represent a range of therapeutic interactions and to characterize systematically the interaction therapist-patient. The evaluation is made from the whole sessions. The general purpose of the instrument is to supply a significant index of the therapeutic process which can be used in comparative analyses for evaluations and to comment therapies. 


The CPQ uses the method of the forced sorting which compels finding a fixed number of items defined in each of 9 categories of quotation. Each of the items is accompanied with a comment to facilitate the quotation. The CPQ includes 3 types of items: 1- elements describing attitudes, feelings, behavior or experience of the child, 2- elements describing the actions and attitudes of the psychotherapist, 3- elements concerning the nature of the interactions within the dyad, the climate or the atmosphere of the session. There are 3 sorts of quotations: characteristic, neutral and not characteristic. The first denotes the presence of characteristic elements according to the definition of the item, the second, elements not relevant or unimportant in the session, the third, the absence of a behavior or of a  a remarkable experience.

3.2 Borderline pole 

3.2.1  Case formulation 

The case formulation is a formalization of the clinical approach which can be psychodynamic, cognitive behavioral, interpersonal or pluralistic (taking into account several theoretical models). This distinction defines the relations between the etiologic hypotheses and the objectives of every approach, with regard to the followed case [10]. 

3.2.2 The other tools 

The case formulation is followed by the DSM-IV classification, the HSRS, Health-Sickness Rating Scale [2], the PFS, Psychodynamic Functioning Scales [3] and the PQS, Psychotherapy process Q-Set  [4]. 


The HSR-scale was conceived to allow a clinician to establish an indication of health of his (her) patient with a global point of view and from 8 various dimensions: 1- health-sickness global estimation, 2- autonomy capacity, 3- symptoms severity, 4- subjective distress, 5- effects on the entourage, 6- capacities using, 7- interpersonal relationships, 8- sources of interest. The mental health can be validly appreciated and rated on a simple linear scale, using 34 descriptions of typical cases (16 men and 18 women) which allow to attribute globally a health-sickness score to the patient, rated between 0 and 100, from his symptoms and functioning.


The PF-scales context of use is an analysis of the corpus of the discussions investigating 6 dimensions: 1- quality of the family relations, 2- quality of the friendly relations, 3- sentimental / sexual relations, 4- emotional tolerance, 5- insight, 6- problem resolution, assertion and capacity of adaptation.


The Psychotherapy Q-set PQS, of Jones et al. (adult version) [4], has, as the CPQ described above, 100 items to describe the therapy process. The instrument of Jones uses the methodology of Q-sort which rests on the quotation and the classification of a set of descriptive formulations. 

3.3 Alzheimer's pole 

3.3.1  Case formulation 

3.3.2 The other tools 

With the case formulation, which draws a configuration allowing to connect observation, causal hypotheses and the therapeutic action, the DSM-IV classification, the MMSE, Mini-Mental State Examination [11], the NPI, NeuroPsychiatric Inventory [12], the QOL-AD, Quality Of Life Alzheimer's Disease [13], the GDS, Geriatric Depression Scale [14], the HSRS, Health-Sickness Rating Scale [2] and the PQS, Psychotherapy process Q-Set  [4].


The MMSE is a standardized clinical instrument, used for the cognitive functions evaluation, conceived for a fast screening of the cognitive deficits. It estimates the orientation in the time, the orientation in the space, the immediate reminder of 3 words, the attention, the postponed reminder of 3 words, the language and the constructive praxies.


The NPI is used to estimate the psychological and behavioral symptoms of the patients suffering from intellectual pathologies. 12 behavioral domains are evaluated: 1- delirious ideas, 2- hallucinations, 3- excitement / aggressiveness, 4- depression / dysphoria, 5- anxiety, 6- humor ecstasy/ euphoria, 7- apathy / indifference, 8- disinhibition, 9- irritability / humor instability, 10- absurd motor behavior, 11 & 12- sleep and appetite disorders.


The QOL-AD is an auto-questionnaire proposed to the mentally ill patients, with 13 items: 1- physical health, 2- shape and vitality, 3- morale and humor, 4- living environment, 5- memory, 6- family relations, 7- couple life, 8- friends relations, 9- self-image, 10- capacities to realize the tasks of the everyday life, 11- capacities to play and make things for the pleasure, 12- the whole situation, 13- the life in general.


The GDS is the diagnosis reference tool for the evaluation of the depression of the old subject. It is an auto-questionnaire of 30 dichotomous items (yes-no) that allows to establish a score which will be raised all the more as the patient is depressive.

4 Analysis plan

The outome studies do not allow to distinguish the means and the resources used to obtain them. While the pre-post evaluations describe the change as global and homogeneous, a real knowledge of the changes and their mechanisms supposes a longitudinal process description with repeated measures, which takes into account the patient, the therapist and the patient-therapist interaction, as well as the temporality of the changes thanks to the study of the trajectories [15, 5].


Here the PQS [4], or CPQ [9] according to age, are the reference instruments to study the process and the relations between processes and outcome (see the table below). Numerous quotations of experts of 100 items of the PQS, supervised by Jones applying various techniques (psychodynamic, cognitive behavioral and interpersonal) allowed, by factorial analysis, to establish the weight of each of the items in an ideal therapy [16], [17], [18] and with it, define the main technique used in the therapy. Different factors such as quality of therapeutic relationship, involvment of the patient, openess for change are also studied. 

	time   

       pole
	baseline
	after 

2 months
	after 

6 months
	after 

9 months
	after 

12 months

	for everyone
	case formulation
	
	
	
	case formulation

	autism
	ECART+

GRCEEAI+

DSMIV or ICD10
	ECART+

GRCEEAI+CPQ
	ECART+

GRCEEAI+CPQ
	CPQ
	ECART+

GRCEEAI+CPQ+

DSMIV

	borderline
	HSRS+

DSMIV
	PFS+CPQ or PQS 
	PFS+CPQ or PQS 
	PFS+CPQ or PQS 
	HSRS+

DSMIV+

PFS+CPQ or PQS 

	Alzheimer's
	MMSE+NPI+QoLAD + +GDS 

+ HSRS

+ DSMIV
	MMSE+NPI+QoLAD + +GDS + PQS 


	MMSE+NPI+QoLAD + +GDS + PQS 


	PQS 
	MMSE+NPI+QoLAD +PQS +GDS 

+ HSRS

+ DSMIV


Table 1: The psychotherapy evaluation through time. 

4.1 Isolated cases


Results: global and dimensional variations and effect size of the HSRS and PFS (before = baseline and after = 12 months later) ;


categorial variation in the DSM or ICD for the 3 poles and developmental evolution in the GRCEEAI with the autism pole;


Process from the surface to the core of psychotherapy: 


1- selection of the mean least and most characteristic items of the PQS (26 items). Associated and ordered, these items deliver a configuration characteristic of the profile of the therapy, especially a categorization of the patient, the therapist and their interaction as well as the principal lines of this profile;


2- selection of the items with the greatest variability during time. These items explain the evolution of the psychotherapy : what changed for the patient and the way  these changes were accompagnied by changes for the therapist and his technique and in the patient-therapist interaction;


3- selection of the items remained stable during time. These items describe the background of the therapy and the technique applied. 


4- correlation of the most characteristic items of the psychotherapy with the most characteristic items of the principal approaches (psychodynamic, cognitive behavioral and interpersonal) during time. This gives a second level of organization of the  profile of the therapy.


5- evolution of the relative profile of the therapy compared to the ones of the principal approaches. For example, psychotherapy can have an interpersonal profile initially and, gradually, integrate psychodynamic and cognitive behavioral elements.


Process-outcome: correlation of the profiles of the psychotherapy with the results. The trajectories of the PQS items scores are compared with the trajectories of the various dimensional HSRS and PFS scores. Finding items strongly tied to the outcome and asking the role of certain factors mediators, such as resistance, affect and alliance, makes it possible to have an idea of what is active and to extract variables which, without belonging to a specific approach, are directly correlated to the results, for example the emotion.


Conditions-process-results: the profiles and the results can be put in relation to moderators, for example the severity of the disorders or the frequency of the sessions.

That does not only give observations on the relationship to the results, but also on their influence on the adjustment of the approach, for example, the therapist adopts a more supporting position with the difficult cases, position that will change during the improvement of the patient.

4.2 Aggregated cases

Aggregation, comparison and summary of the cases. The average trajectory of the PQS items scores and the individual differences around it are evaluated, using individual growth modeling and growth mixed modeling [19] which detect and examine sub-groups potential trajectories beyond the average trajectory. It makes it possible to answer the questions: how many classes of trajectories?, how best describe the various forms of trajectories?, what are the best parameters explaining the various types of trajectories within each group? The two methods use maximum likelihood and the second one allows nested data: the measurements repeated in time will be nested in the dyads (patient, therapeutist), themselves, nested in the group of peers, eventually nested in the therapeutic technique and in the pole [20]. 

5 Discussion 

Systematic single-case studies, that allow the examination of the detailed unfolding of events across time, with the case seen as a whole, represent one of the most pragmatic and practice-oriented forms of psychotherapy research. Systematic /naturalistic case studies represent relatively more recent innovative methodological developments [21]. In the PPBRN study, the cases are followed under naturalistic conditions. 


There are two main common characteristics among these approaches that correct some of the methodological limitations inherent in earlier types of clinical case studies. First, the data are gathered from multiple sources, such as questionnaires, therapist and observer ratings, and participant interiews, to construct a rich and comprehensive account or case summary, which is then triangulated in order to examine whether different sources of data converge[21]. In the PPBRN, we start with a thick description of the patient, using a great deal of tools (see table 1). 
Second, a research team, rather than a single clinician who acted as the therapist in the case, is involved in the process of data analysis. The research team compares alternative interpretations of case materials until it reaches consensus regarding the conclusions. In our study, the case is evaluated by a group of 3 clinicians. Seeking an agreement enables them to consolidate their diagnosis and provide a richer, more precise and complete sight of the case feeding the database.


Fishman [22] also proposed methodological guidelines for ensuring the quality of a systematic case study based on both qualitative research and program evaluation literature. First, disclosing the author’s theoretical orientation, personal anticipations, values, and so forth as well as the roles that each of these play in the research design and conceptual analysis. Here the theoretical clinical orientation of the therapist (psychodynamic, cognitive behavioral and interpersonal) through the PQS analysis, as well as his (her) purpose and objectives of the psychotherapy through the case formulation are taken into account. Second, a description of relevant contextual data about the client, the therapist, and the clinical setting, which is done through the case formulation, to ensure the transferability of the findings from single-case studies.  Third, the provision of reliability checks for the analysis by using multiple qualitative analysts, which is done with the group of peers, providing consensual ground rules for conducting valid case studies, methodologically sound, rigorous, and systematic. 


A central issue is the extent to which findings from research can be applied to clinical practice. An enduring concern is that key conditions and characteristics of treatment research, where participants in controlled studies have less severe disorders, fewer comorbid disorders, follow more standardized treatments, with fixed number and content of the sessions, differ considerably from the processes leading individuals to come to clinical services for their treatment [5]. Here, patients suffering from various pathologies, are 'naturally' included in the network, following a natural process, the psychotherapy under naturalistic conditions.


Another concern about research pertains to the focus on symptoms and disorders as the primary ways of identifying participants and evaluating treatment outcomes. In clinical practice, much of psychotherapy is not about eliminating symptoms. Patient progress is often evaluated on the basis of clinician impressions, as opposed to systematic observations using validated measures. Without systematic measures, the reliability, validity and replicability of results of clinical work are easely challenged and it becomes difficult to know what really happened in therapy [5]. That's why we focused on a much detailed case formulation and repeated mesures all through the psychotherapy year.


Finally, psychotherapy research needs giving greater priority to the study of the mechanisms of therapeutic change: why therapy works or how it produces change. Knowing critical factors of treatment and the processes through which they operate such as the therapeutic relationship can optimize therapeutic change [5]. Our study will not answer to the question of the psychotherapy effectiveness on a pathology, but rather detect what is effective in a psychotherapy, followed in a natural way, under naturalistic conditions and, ultimately, improve patient care.
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