Full Research Protocol for the Development of a Novel Outcome Measure for Assessing Change Following Family Therapy: The Systemic Clinical Outcome and Routine Evaluation (SCORE)

This document describes the processes that need to be followed by each centre that participates in the validation phase of the SCORE research.

Aim

This research project is to develop a short, pragmatic and clinically based questionnaire to be completed by family members from 12 years of age upwards, to capture indicators of family functioning that may be sensitive to change over treatment.  Phase one of the project saw the development of SCORE-40, and its refinement to a concise 15 item version, and this phase is now completed.  Phase two of the project will pilot the shorter SCORE-15. This initiative is supported by the Association for Family Therapy, which is the professional association and the principal training and accreditation body for family therapists in the UK.

Overview of SCORE 15 development 

Phase 1 (Initial development: completed May 2009) 

Literature review and production of first drafts of SCORE, according to hypothesised domains of family functioning.  Consultation with experts, service users and managers.   Expansion of Questionnaire to 45 items to enable piloting on 200 clinical cases.  Piloting was carried out in several sites to enable the rapid accumulation of the large dataset that is required for factor analysis and to examine the internal consistency of the scale.  Data collection at multiple sites commenced in March 2006 and was complete by end of May 2009.  Data was drawn from families that were consecutively referred to participating FT clinics at the beginning of therapy and ended when 200 cases were sampled.

Analysis of results of Phase 1
Statistical analysis of dataset using multivariate factor analysis and multiple regression to determine the underlying factor structure, and the calculation of Cronbach’s alpha to determine the internal consistency of the scale.  A qualitative analysis has been carried out on the subset of items that invite a free response from family members.  A shorter, 15 item (plus two free response items), 3 factor measure has emerged from this process. 

The development of SCORE and phase one analysis is reported in ‘Developing an indicator of family function and a practicable outcome measure for systemic family and couple therapy: The SCORE.’ (Peter Stratton, Julia Bland, Emma Janes and Judith Lask) and has been submitted to Journal of Family Therapy.

Phase 2  (Second Pilot phase) 

Widespread piloting of the SCORE 15 measure at multiple family therapy sites throughout Europe, including concurrent administration of other outcome measures.  The purpose of this phase is to determine the psychometric properties of SCORE 15: including test-retest reliability and validity.  Its ability to measure change following family therapy will also be examined against family member’s and therapist’s views of change.  In parallel to data collection on clinical populations, a large dataset will be generated from a non-clinical population.

Analysis of results of Phase 2 

Statistical analysis at the end of phase two will examine the instrument’s concurrent and divergent validity and other measures, as well as whether ‘cut-off’ points can be derived that enable discrimination between clinical and non-clinical populations. 

Study Participants: recruitment and inclusion/exclusion criteria

When the family arrives for their first appointment, the aims of the study will be explained by their therapist.  It will be explained that participation is voluntary, and that we will require them to sign a consent form if they wish to be included in the study.  It will be explained that all information will be treated as confidential, and that coding will ensure there is no way for the families to be identified by any third party.  The consent form will contain the above information and will explain that participation in the study is not designed to bestow any direct therapeutic benefit.   

The measure is intended to be piloted on consecutive referrals to the family therapy services that have agreed to become involved in piloting. The questionnaire will be administered to all family members aged 12 years and over who have agreed to take part in the study. The cut off point of twelve was chosen because the language and format of the questionnaire would have to be significantly adjusted for younger children. Versions of the questionnaire will be developed for younger children if the pilot results show that the questionnaire is a valid means of assessing outcome following family therapy.

The pilot is intended to be as inclusive as possible, and this is commensurate with our objective of producing a measure that can be used routinely and applied universally in the myriad settings where family work is being practised.  

Time Period

We anticipate that data collection will commence in November 2009 and we expect that sites will be collecting data for 12 months+.  We aim to report Stage 2 in 2011, but there is no definite ‘end point’ of collection as yet.

Role of the Principal Investigator

The Principal Investigator (PI) at each site will be responsible for:

(1) Ensuring that staff are fully aware of the protocol for administering the questionnaire pre and post therapy.  

(2) Undertaking to act as custodian of the data that is collected.  

(3) Ensuring that data is sent (usually in batches of approximately 5 families) to Dr Julia Bland at the Maudsley Hospital.  We suggest that questionnaires are sent after data has been collected from two sessions, and then after a possible final session (however, we still ask that data is sent to us even if a family drop out before SCORE is administered a second time – see below).

(4) Ensuring that accurate information is recorded about instances where the SCORE is not administered for any reason (either family refuse to give consent, or for clinical or pragmatic reasons the clinician elects not to administer it to the family).  Please use the table provided to record consecutive families’ codes and, if applicable, the reason why the questionnaire was not administered.  Please do not include family names on this form, only codes, to ensure anonymity.  The information should be appended to the batches of completed SCORE 15s that are sent to Dr Julia Bland.

Defining features of the therapy delivered

As we are attempting to demonstrate that the SCORE is a practicable outcome measure for systemic family and couple therapy there is a need to ensure that the therapies being assessed fall within this definition.  We have compiled a set of criteria for systemic family and couple therapy and we ask that you confirm whether or not the therapy you offer is covered by these guidelines.  Not all defining features need be present, but the therapy you offer should correspond to at least one of the principles, theoretical underpinnings and interventions listed.  We ask that you sign a copy of the criteria and return it to us with the data.

Procedures

Administering the questionnaire

The primary outcome measure is ascertaining whether there is any difference in questionnaire scores pre and post-family therapy.  The SCORE 15 will therefore be given to families to complete at the start of their first session and again at the 4th session (However, although the 4th session is specified if there is a reason why this is not appropriate e.g. not all family members present, distress etc., according to the therapist’s judgement, collection at a 5th or 6th session would be possible.  It may also be administered earlier if, for example, it is clear that the second or third session will be the last).  Then, if possible, a SCORE 15 should also be obtained at the last session.  We recognise different patterns of delivery of family therapy have evolved in different teams.  We expect there will be wide variation in the number of total sessions that will be provided and for this reason we felt the need to standardise at least two fixed time points (session 1 and session 4).  We wish to capture data on families who may drop out before the planned final session and in this way hope to capture at least a pair of measures for each family.  It should be administered again at the final session whenever this is predicted, even if before the 4th session.  It would be better to administer if you think it will be the last session even if you subsequently decide to continue with the therapy.  If families drop out before the second questionnaire is administered it is necessary that the first measure is still submitted to the principal investigator. 

We need to ensure that accurate information is recorded about instances where the SCORE is not administered.  Please use the form included  to record ALL consecutive families’ codes and, if applicable, the reason why the questionnaire was not administered.  Please do not include family names on this form, only codes, to ensure anonymity.  If families drop out before the second questionnaire is administered it is necessary that the first measure is still submitted to us. 

Use of another outcome measure

We ask that if clinicians are currently using an outcome measure in their practice that this data is also sent to us, as it is a valuable way of analysing concurrent validity.  However, if practitioners only wish to administer SCORE 15 then we will accept this.  If you are not currently using another outcome measure but are willing to administer a second along with SCORE then we would ask that you contact the team and we will advise you concerning a second outcome measure.    

Therapist’s perception of change

We ask that at the 4th  and last session the therapist would indicate their perception of change in the family.  The therapist is asked to record actual change in the family on a four-point scale, and a judgement about the helpfulness of the therapy that duplicates the final item given to the family members. It is essential that the therapist does not see the SCORE responses before making their judgements.

Duties of admin staff
1) Send out copies of the “letter of invitation” to participating families (i.e. to be sent to all families who are consecutively referred to your service). 

2) The letter should be sent at least a week before the appointment so that families have time to consider it in advance. This is a recommendation by the Central Ethics Committee, and is deemed to be necessary to avoid what could be construed as a potentially coercive association between the invitation to the pilot and the invitation to attend for treatment.   (In the Maudsley Psychotherapy Department, for example, we are sending out the letter of invitation in a separate envelope on the day that the patient rings in to make their first appointment with the admin staff.  Essentially, they are sent two letters: one confirming their appointment date and the other inviting them to take part in the pilot).    

3) Ensure that copies of the questionnaire are available for use in each clinic.  Admin staff may wish to print out copies as required on the day of the clinics from the attached version of SCORE 15 (which will have the current date). Alternately they may find it easier to photocopy a version without a date, in which case this should be entered by the therapist.

4) Ensure that adequate copies of the consent form are provided before each family is seen. 

Duties of clinical staff

(1) Obtaining consent

We appreciate that different clinics will have different methods of obtaining consent for things like video recording of sessions, and because of this it would seem reasonable that different sites try to incorporate the obtaining of consent for the pilot into their current model of practice.  (We know for example that some centres prefer to use someone from the reflecting team to obtain consent for video recording, thus electing to maintain a boundary between administrative and housekeeping duties and the work of the therapy itself).  

Whichever member of the team is obtaining consent, they need to make sure that the family have received information regarding the pilot, that they are aware of the purposes of the study, that they realise their participation is entirely voluntary and that they may withdraw at any time without giving a reason.  

They also need to be prepared to answer any questions family members might have about any particular aspect of the pilot. Guidance on frequently asked questions (FAQs) will be found on the AFT website including a form suitable to showing to younger people if required. 

We appreciate that there is no getting around the fact that obtaining consent and allowing families time to complete the measure will inevitably mean slightly longer appointment times (or else less time spent in therapy proper at the first appointment).  In addition, the process may also make significant impacts on the process of engagement, as families can be very nervous on their first appointment.  This is something we will be very interested to learn about, and we hope that the fact that we have done everything we can to make this version of SCORE much shorter and easier to administer will mean that it is more acceptable to families and clinicians and generally less intrusive for use in clinics.

The consent form should be filed in patient’s notes.  Consent only needs to be obtained once, i.e. it does not need to be taken again when issuing SCORE for the second time to a family.

(2) Being in the room with families as they complete the SCORE 

The lead therapist for the family will obtain consent and sit with the family members while they fill out the SCORE.  The therapist will be on hand to answer any questions that family members may have. 

We are aware that some clinics may prefer to use another member of the team or an administrator to obtain consent and administer the questionnaire, and we are happy for there to be a degree of flexibility about this, according to the preferences of each participating team.

The presence of a therapist will be especially useful in the case of families where any or all of the members cannot read very well.  In the case of families where interpreters are going to be necessary, the interpreter could conceivably have a role in translating questions; likewise, in the family where some members are poor readers, the therapist could read out the questions. With the longer version of SCORE used in the first phase, this often proved to be cumbersome, however we hope the new reduced version of SCORE will be much easier to use in this way.  If it still proves too time consuming or difficult, the therapist may take the decision to abandon using SCORE with that particular family.  In practice we have found this doesn’t happen very often but we would ask that a note is kept of the reasons why and fed back to the score administrator when returning batches of completed SCORES.  This information will be vital for us to be able to comment on the general acceptability of SCORE and potentially may help us argue for funding for translations etc.  We also felt that it would may useful for the reflecting team (if there is one) to observe how families complete the questionnaire, and whether it brings up any particular points of relevance for the family.  We very much value feedback from the teams that are using SCORE and this will help its further development.
(3)  Ensuring that each SCORE questionnaire is appropriately labelled   

Each participating clinic will be identified by a three letter assigned by the PI which will appear as the second part of the “site identification code” at the top of the questionnaire.  For example, the Maudsley code would be MAU. Please inform the team of your site code so that we can ensure there is no duplication, and ensure that you use the same code on all of your SCORE Forms.

Next is the number assigned to the family and the position of the individual family member who has completed the questionnaire.  It is important that the person who distributes the questionnaire ensures they are appropriately labelled beforehand, and that they give the questionnaire to the right person. Identification of the Index Patient should be added immediately after  the forms are collected. (this is essential for accurate data collection). Family numbers will be encoded from 001 onwards.  The principal investigator has responsibility to ensure that they keep a hard copy of which families map to which code numbers.  (For example kept in a book, under lock and key or a secure computer database).  Each family will be assigned one code number, and demographic information about the participant, as well as their position in the family (e.g. ‘daughter age 12’) is filled in on the back of the form.

On the front of the SCORE, next to where the site code and family number are entered, the therapist administering the SCORE should use a descriptor to enable the relationship of the person filling it in to the index patient to be made clear.  E.g. If a teenage girl is referred as  the index patient, and attends with her mother, the girl’s SCORE will have ‘daughter (index patient)’; the mother’s will have ‘mother’ written clearly beside the site and family code. It is not possible to specify all of the possible family relationships, so the therapist should complete this descriptor after the family member has returned the completed SCORE, in whatever way makes the family position of the participant clear.

(4) Handling of patient data:

The principal investigator undertakes to act as custodian of the data that are collected. Keeping the list of family code numbers (and the families they correspond to) safe and up to date is the responsibility of the principal investigator.  

As the pilot progresses, it will be the responsibility of the principal investigator to ensure that data are sent to the Dr Julia Bland, Department of Psychotherapy, Maudsley Hospital, Denmark Hill, SE5 8AZ.

  Data are usually sent when data have been collected from two sessions, in batches of 5 families.  Please include the table of family codes and the signed definition of family therapy.  Data from the final session will be sent later. We advise you to keep photocopies of the data in case it gets lost in the post.  This also enables you to use the data for your own research and audit purposes. However, during the duration of this research, please avoid more than minimal discussion of the SCORE directly with the family as this may change their responses.
Dr Julia Bland collates the incoming data and distributes this to the SCORE research assistant who inputs the data on a password protected SPSS programme.  Custodianship of the overall dataset is the joint responsibility of the principal investigator, Dr Julia Bland (based at the Maudsley) and Professor Peter Stratton (based at the Leeds Family Therapy and Research Centre). 

(5) Ensuring that accurate information is recorded about families who did not complete the SCORE:
For various reasons, some families will not consent to filling in the SCORE.  It is important that the principal investigator keeps a record of the numbers of families who refused on the table provided.  Likewise, there may be occasions when the team feel it may be inappropriate to administer the SCORE, and the reasons for this should be kept on record.  A Table is provided for you to record all consecutive family appointments and if necessary, to briefly note the reason for non-completion. This is extremely important because the data-set could be invalidated and our methods open to criticism if we cannot prove that we have a consecutive sample. Such data will be important in assessing the acceptability or otherwise of the final version of SCORE.

Scoring
We only expect sites to send us the raw data i.e. the questionnaires themselves, which we will then input into a database. However, we have had some questions about scoring and obviously if you wish to calculate scores for your own use you are very welcome. The simplest way of scoring the 15 items is as follows (please note this method does not require reversing of scores for negative items):

 

                       Total all negative items - Q2+4+5+7+8+9+11+12+13+14 (with 'very well' as 1 and 'not at all' as 5) 

                       Subtract this total from 60

                       Add the remainder to the total of positive items - Q1+3+6+10+15

                       This gives a total score for each person 

 

If you wish to do more with the data, such as splitting the scores into the three dimensions (Difficulties, Communication, Strengths), we can advise you so please just contact us.  We also have an excel template for scoring which we can send you if you wish.

 

The potential range of scores is 15 to 75, with a lower score indicating higher family functioning. At this time we are unable to give clinical cut off points because, as you know, the questionnaire is still being evaluated.

If you would like any more information about the background of SCORE please let me know as we have various materials. For example, current information is posted on the AFT website (www.aft.org.uk) . A recent article in Context, and the review that Emma Janes wrote about Self-Report Measures are available on: www.psyc.leeds.ac.uk/staff/p.m.stratton/ . 

