CHAPTER 17

Descriptive Validity
and Transparent Reporting
in Randomised Controlled Trials

AMANDA E. PERRY

INTRODUCTION

The validity of any research is key in addressing the inferences or conclusions that stem
from a study (Campbell 1957). Such issues of validity have been central to the develop-
ment of research design within criminology since the early 1950s, when two famous social
scientists researched the validity of experiments in social settings. This work conducted by
Campbell (1957) and Campbell and Stanley (1963) proposed four distinct categories of valid-
ity. These included internal validity, (i.e., whether the intervention did cause a change in
the outcome) statistical conclusion validity, (i.e., whether the cause and effect were related),
construct validity (i.e., the measurement of the theoretical constructs that underlay the inter-
vention and outcome), and external validity (i.e., the representative or generalisability of
causal relationships across populations, type of treatment, or intervention).

While these forms of validity have been around for a number of decades, more recent
forms of validity, such as descriptive validity, have been developed to enhance the reporting
of trial information (e.g., Farrington 2003). In criminology, descriptive validity was first noted
as important because of its role in systematic reviews. Most commonly reported studies in
systematic reviews are those using either quasi-experimental or experimental study designs,
which are often combined to provide an overall effect of treatment. The combining of studies
through meta-analytical techniques is often completed on the assumption that such studies
are similar on a number of different measures. Such measures include the inferences that can
be drawn with respect to the internal and external validity of the study. In all studies, the
judgement upon which this inference is drawn is based upon the availability of information
reported by the authors of the study, or what we refer to as descriptive validity.

Descriptive validity is, therefore, inextricably linked to the concept of internal and
external validity and relies upon the transparent reporting of information. As a result, a well-
conducted study will only have high descriptive validity if the authors of the study fully
describe the details of the study at all stages (e.g., identification and selection of participants
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through to interpretation of the results). Authors who conduct sound studies, but who pro-
vide poor descriptions about how the experiment was conducted, would, therefore, have low
descriptive validity.

In healthcare, such concerns about the transparent reporting of Randomised Controlled
Trials (RCTs) brought about the development of the Consolidated Standards of Reporting
Trials (CONSORT) Statement, which was specifically devised to assess the extent to which
authors reported transparent information within RCTs (e.g., Altman 2001). For these rea-
sons, we are particularly interested in the issue of descriptive validity and its importance for
criminologists with RCTs. This is not to say that descriptive validity is not important with
other types of study designs, but the preponderance of evidence in other discipline areas
has concentrated on RCTs because of their use and influence in conclusions drawn from
meta-analyses.

As a result, this chapter will consider the emergence of descriptive validity in criminol-
ogy and the application of the CONSORT Statement to criminal justice trials. In particular, the
chapter refers to two studies, which help us to identify poor descriptive validity in criminology
and provide some examples of best practice guidance.

Descriptive Validity in Criminology

General validity issues within criminology have been debated by researchers for many decades
and include the development of mechanisms for reporting the internal and external validity
of study information (e.g., Farrington 2003; Losel and Koferl 1989; Sherman et al. 2002).
However, descriptive validity in criminology is rarely reported, but has shown to be of great
importance in RCTs conducted in healthcare. (e.g. Moher et al. 1998). Researchers have been
keen to emphasize the extent to which a report provides information about the design, con-
duct, and analysis of the trial and its methodological quality (Moher et al. 1995). Equally as
important are findings, which demonstrate the link between poor reporting of information and
biased trial results (e.g. Hewitt et al. 2005).

In criminology, descriptive validity was first formally recognised by Farrington (2003),
and more recently by Perry and Johnson (2008) and Perry et al. (in press). Descriptive valid-
ity in criminology is a critical concern for criminologists as they seek to develop evaluation
studies of the highest standard (Perry et al. in press). For criminologists, the explicit reporting
of study details are important because such information helps to maintain the methodological
rigour and quality of reporting trial information. Farrington’s recognition of descriptive valid-
ity was noted in his methodological evaluation of criminal justice research where he defines
descriptive validity as “the adequacy of the presentation of key features of an evaluation in
a research report” (p. 56). Farrington in his assessment of descriptive validity maintains that
descriptive validity is important because without such key information it is difficult to assess
the appropriateness of combining the results of trials or quasi-experimental studies in system-
atic reviews or meta-analyses where studies may differ in their methodological quality (see
also Boruch 1997; chap. 10).

One other important element of descriptive validity is how descriptive validity is mea-
sured to provide an accurate picture of the adequacy of reporting within a particular study.
Farrington suggests his 14 item checklist as one mechanism for studies within criminology
(Farrington 2003). The 14 different elements include the design of the study, a description of
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the characteristics of the experimental units and setting, information on sample sizes and attri-
tion rates, hypotheses to be tested and the theories from which it was derived. Other factors
for consideration also include operational definitions of the intervention and details about how
it was implemented and a description of what the control and treatment group received. The
final elements noted relate to the definition, reliability and validity of the outcome, the study
follow up period, the reporting of effect sizes, confidence intervals and statistical significance
levels, a description of how independent and extraneous variables were controlled for knowl-
edge of the intervention and finally any conflict of interest issues, including the independence
of the researchers and how the research was funded.

In healthcare, a widely accepted measurement of descriptive validity is the CONSORT
Statement.

Measuring Descriptive Validity

In healthcare, the CONSORT Statement was published in 1996 to aid the transparent reporting
of information in trials. Since its first publication, the CONSORT Statement has evolved with
a number of subsequent revisions in 2001 and the Statement currently consists of two sections.
Section one contains 22 items (Altman 2001; Moher et al. 2001b), which cover all aspects
of reporting, including information across the title and abstract, introduction and background,
methods (participants, interventions, objectives, outcomes, sample size, randomisation, blind-
ing, and statistical methods), results (participant flow, recruitment, baseline data, numbers
analysed, outcomes and estimation, ancillary analyses, and adverse events), interpreta-
tion, generalisability and overall evidence of a trial (see http://www.consort-statement.org/).
Table 17.1 provides a detailed description of each checklist item.

The second section of the CONSORT Statement is a flow diagram. The CONSORT flow
diagram is used to show the progression of participants through a trial and offers the authors
an opportunity to standardise the methodology for the preparation of trial findings. At each
stage in the trial (e.g., enrolment, intervention allocation, follow-up, and analysis) information
is gathered for the purpose of transparency. Figure 17.1 shows the flow diagram outline, which
allows readers to critically appraise and interpret the trial findings allowing the reader to assess
the number of participants who did and did not complete the study enabling an assessment of
the trial analysis (i.e., intention to treat or per protocol).

Although this concept is familiar to researchers in healthcare, there has been little use
of the CONSORT Statement in criminology. As a consequence, we know little about the
descriptive validity of criminal justice trials and can identify only two recent studies address-
ing this issue (Perry and Johnson 2008; Perry et al. in press). These two studies applied the
CONSORT Statement to a number of RCTs reporting on aspects of good and poor descrip-
tive validity in criminology. We use the findings of these two studies to identify areas of weak
descriptive validity and examples of best practice from a range of criminal justice trials, which
demonstrate how descriptive validity can be improved.

The first study of these two studies reports on the descriptive validity of a selection of
RCTs focusing on the provision of mental health services for juvenile offenders (Perry and
Johnson 2008). The second provides the results of a comprehensive evaluation of 83 criminal
justice trials across a range of different areas of crime and justice (Perry et al. in press).
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TABLE 17.1. The CONSORT checklist
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CONSORT

CONSORT checklist item item CONSORT checklist description

Title and abstract 1 How participants were allocated to interventions

Introduction and Background 2 Scientific background and explanation of the rationale

Methods Participants 3 Eligibility criteria for participants and settings and locations
of the data collection.

Interventions 4 Details of the interventions intended for each group, and
how and when they were administered.

Objectives 5 Specific objectives and hypotheses

Outcomes 6 Clearly defined primary and secondary outcome measures
and methods used to enhance the quality of measurement.

Sample size 7 How the sample size was determined and when applicable
an explanation of any interim analyses and stopping
rules.

Randomisation 8 Method used to generate the random allocation sequence
including any details of restrictions.

Sequence allocation and 9 Methods used to implement the random allocation

allocation concealment sequence.

Implementation 10 Who enrolled participants and who assigned participants to
their groups

Blinding 11 Whether or not participants, those administering the
interventions, and those assessing the outcomes were
blinded to group assignment. When relevant, how the
success of blinding was evaluated.

Statistical methods 12 Statistical methods used to compare groups for primary
outcome. Methods for additional analyses such as
subgroup analyses and adjusted analyses

Results Participants flow 13 Flow of participants through each stage of the trial from
enrolment to follow up

Recruitment 14 Dates defining the periods of recruitment and follow up

Baseline data 15 Baseline demographics and clinical characteristics of each
group

Numbers analysed 16 Number of participants in each group included in each
analysis and whether the analysis was by intention to
treat.

Outcome and estimation 17 For each primary and secondary outcome a summary of
results for each group and the estimated effect size and
its precision

Anicillary analyses 18 Reports on any other adjustments performed, including
subgroup analyses and adjusted analyses indicating those
pre-determined and those exploratory analyses.

Adverse events 19 All important adverse events or side effects in each
intervention group

Discussion Interpretation 20 Interpretation of results, taking into account study
hypotheses, potential sources of bias and dangers
associated with multiplicity of analyses and outcomes.

Generalisability 21 The external validity and generalisability of the trial results

Overall evidence 22 General interpretation of the results in the current context of

evidence.
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FIGURE 17.1. CONSORT flow diagram. Source: (see http://www.consort-statement.org/).

Using CONSORT to Measure Descriptive Validity in Criminology

337

The first study examined the application of the CONSORT Statement in a group of RCTs
identified from a systematic review of mental health provision for juvenile offenders (Perry
and Johnson 2008). This study applied the CONSORT Statement to a selection of RCTs to
assess their descriptive validity, and the extent to which journal editors referenced the CON-
SORT Statement in the “instructions to authors” section when submitting articles to journals
for publication.

The study identified a selection of 17 trials published between January 2001 and December
2006. These were identified using a total of 13 electronic databases,' grey literature databases

I PsychINFO, Applied Social Sciences Index and Abstracts, International Bibliography of the Social Sciences, Social
Policy and Practice, Social Services Abstracts, Sociological Abstracts, ERIC, Criminal Justice Abstracts, PAIS
International, C2 SPECTR, Swets-Wise, DARE and Cochrane Database of Systematic Reviews.
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(SIGLE, Index of Theses and ZETOC) and ten key websites.? In addition, the Journal of
Adolescence, and the Child and Adolescent Mental Health Journal were hand-searched for
relevant papers which formed the basis of a larger systematic review, focusing on the provision
of mental health services for juvenile offenders (Perry et al. 2008).

The study used two independent reviewers to extract relevant data systematically from
each study using a modified version of the CONSORT Statement. The modified version was
used to ensure that multiple aspects of single items on the CONSORT Statement were listed
separately for the purpose of data extraction. This process resulted in a 42 item checklist.
Each item on the CONSORT Statement was then rated as either “yes” (information reported)
or “no” (no information reported).

The findings of the study identified studies with both high and low descriptive validity.
Items of high descriptive validity generally included the less technical aspects of the study
for example, reporting of the sample demographics at baseline. Other more technical aspects
of descriptive validity were poorly reported. These included sample size estimations, out-
come measures, effect sizes, and blinding. The study also revealed that 18% of the editors’
instructions for authors contained details about the CONSORT Statement. This somewhat
encouraging finding is particularly important especially considering that the CONSORT State-
ment has been rarely mentioned in criminology, and comparable findings have been identified
in healthcare (Altman 2005).

The authors of the study do note a number of limitations with the study findings, which
have an impact on how descriptive validity may be presented within criminology. Firstly,
the selection of 17 trials represent only a small percentage of all trials conducted in the
criminal justice system. Because of this reason, we cannot be sure that the trials are represen-
tative of other criminal justice trials conducted in the area. Secondly, the endorsement of the
CONSORT Statement by journal editors in this specific sample of trials may be an artefact of
the journals themselves. For example, many of the journals reported on both health and crimi-
nal justice issues and such journal may not be representative of trials published in criminology
more broadly (e.g., in the courts, police, and prisons). As a consequence, these recognised
limitations could affect how we draw conclusions about what this tells us about descriptive
validity in criminal justice trials (e.g., external validity). In order to address these difficulties,
the second study reports on the findings from a large-scale evaluation of descriptive validity
in a representative sample of criminal justice trials (Perry et al. in press).

Descriptive Validity Across a Representative Sample of Criminology Research

The second study is aimed to explore the application of descriptive validity using the
CONSORT Statement in a representative sample of RCTs. Three further objectives of the
study assessed; (1) changes in reporting of transparent information over time, (2) the impact
of sample size in relation to the number of CONSORT items reported, and (3) an assessment
of the differences between the transparent reporting of information in trials with different
types of interventions.

2 Department of Health, Department of Education and Skills, Ministry of Justice, Joseph Rowntree Foundation, Royal
College of Psychiatrists, Youth Justice Board, Policy Studies Institute, Mental Health Foundation, Young Minds and
NACRO.
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These three areas of interest were chosen because of previous evidence demonstrating
that these factors have an impact on descriptive validity (e.g., Emerson et al. 1990). For
our first issue, the idea of progression is thought to stem from the fact that methodological
advances in writing and reporting of scientific manuscripts have improved naturally over time
as standards of journals demand the highest quality research. As such, researchers anticipated
that some improvement in the transparent reporting of trial information would be identified
through the evaluation. (Graf et al. 2002; Prady et al. 2008; Shea et al. 2006).

Our second issue of sample size suggests that trials of larger sample sizes demonstrate
greater descriptive validity with a general progression over time (e.g., Ioannidis et al. 1998;
Kjaergard et al. 2001). This finding may be an artefaxt of the article length which will vary
depending upon the type of publication (e.g., journal article or government report). Other
differences have been found with different types of interventions. Reasons for such differences
point towards the suggestion that some interventions may be easier to blind than others, and
as a consequence, the reporting of some items (e.g., blinding and how it was achieved) may
be easier to achieve in some studies than others. The final aspect of the study compared the
reporting of descriptive validity in criminal justice and healthcare trials. This element of the
study was used to assess whether the descriptive validity of criminal justice trials faired better
or worse than those conducted in healthcare.

The study used a group of RCTs identified from a previous study conducted by
Farrington and Welsh (Farrington and Welsh 2005). The 83 trials were published between
1982 and 2004 and were identified using four key criteria. The key criteria included: (1) stud-
ies where units (persons or places) were randomly assigned, (2) studies with conditions with
at least 100 units assigned to two experimental groups, (3) studies reporting on measures
of offending, and (4) studies published in English. Trials were grouped into different sec-
tions of the criminal justice system and included policing, prevention, corrections, courts and,
community interventions.

Using similar methodology to the first study, each RCT was assessed using two inde-
pendent reviewers and the CONSORT Statement was modified so that multiple items were
listed separately. In this second study, the modification process also incorporated some addi-
tional aspects of Farrington’s 14 item validity checklist (Farrington 2003). This was to ensure
that any absent information (not present in CONSORT), but covered in the 14 questions was
added to the tool. This process resulted in a 54 item coding tool. Additionally, the scoring key
in the first study was expanded to include the “partial” reporting of information. This addi-
tion was necessary because some, but not all, information was often reported on each item of
the CONSORT Statement. The additional “partial” scoring key therefore recorded instances
where some aspects of the CONSORT Statement were reported.

In preparation for the analysis of the findings the items were divided into a number of
different domains. These domains included a description of the study background and intro-
duction (items, 1, 2a, 2b, 8 and 9), participant details (items, 3a, 3b, 13, 26, 31 and 32),
data collection information (items, 4a, 4b, 4c, 29, 30 and 12), intervention and control group
descriptions (items, 5a, 5b, 6a, 6b, 7a and 7b), the randomisation methodology (items, 16, 17,
18, 19, 20, 21, 22 and 23), information on outcome measures (items, 10, 11, 24, 25, 35, 36
and 38), the statistical analysis (items, 14, 15, 27, 28, 33, 34a, 34b, 37a and 37b), and study
findings (items, 39, 40, 41, 42, 43, 44 and 45).

Figure 17.2 shows the overall results of each item reported for the relevant domain.
Overall, the results of the study found similar findings to those presented in the first study
with some areas being relatively well reported. For the background and introduction domain,
all but two items scored above 50%. A similar pattern is shown in the participant and data col-
lection domains. The remaining five domains demonstrate generally poor descriptive validity
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FIGURE 17.2. Findings of CONSORT in themed areas.

with nearly all items being reported in less than 50% of cases. Only two items on the inter-
vention and control domain and one item on the statistical analysis domain report above the
50% threshold.

Contrary to other research evidence, the results of this study did not show a significant
improvement in reporting over time (Prady et al. 2008; Shea et al. 2006). This is perhaps
surprising given the expectation that methodological advances in other scientific discipline
areas have shown improvement. (e.g., Graf et al. 2002).

The second evaluation assessed the impact of sample size and trial outcome. Previous
research in this area has shown mixed results with some larger trials showing better reporting
of trial information (e.g., Kjaergard et al. 1999), whilst other researchers have shown no asso-
ciation between sample size and trial outcome (e.g., Jiini et al. 2002). The findings from our
evaluation of criminal justice trials therefore supports the latter of these two findings suggest-
ing that there is no evidence to substantiate the relationship between the sample size of the
trial and reporting on the CONSORT Statement.

The third evaluation assessed the impact of intervention differences on the application
of the CONSORT Statement. The findings of our study revealed no significant differences
between the different intervention types (although the policing interventions do far better than
the others). The authors note this finding could be due to the fact that the same authors tend
to report on their areas of research interest, and have a particular writing style and type of
publication (e.g., journal article publications vs. reports for government). This effect may
consistently have an impact on the quality and amount of information reported within a study
design.
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The final analysis of this second study compared the application of the CONSORT State-
ment to a range of other healthcare trials. Because the CONSORT Statement has been used
for a number of decades in healthcare, the authors anticipated that the criminal justice trials
may fair worse in comparison. Surprisingly, the results of the study showed that the reporting
of descriptive validity was comparable with some items in criminal justice trials fairing better
than healthcare (e.g., random allocation concealment). Other items were, however, signifi-
cantly worse (e.g., blinding and the reporting of attrition). In conclusion, the authors of this
study suggested that there was still room for overall improvement in the transparent report-
ing of information in criminal justice trials. Generally, the reporting of descriptive validity in
criminal justice studies were found to be behind those conducted in healthcare in most areas
of the CONSORT Statement, though in some aspects (e.g., random allocation) they seemed
to fair better. The results from this study demonstrate how the reporting of descriptive validity
in criminal justice trials information varies across the application of the CONSORT State-
ment. Such variability may be due to a number of different reasons. Firstly, the CONSORT
Statement was initially developed for use with medical trials, and therefore aspects of its
endorsement may not be applicable for research conducted in criminology. Secondly, these
results may reflect a lack of attention paid by criminologists to the issue of descriptive valid-
ity. As a result, the quality of reporting information and hence the descriptive validity fall
significantly behind those researchers who conduct medical trials in healthcare.

In summary, the evidence from these two studies seemed to suggest that criminologists
report fairly well on some aspects of descriptive validity. Such areas tend to be the less tech-
nical aspects of the paper (e.g., study recruitment and aim of the study). Where criminologists
faired significantly worse were on aspects of statistical information. The following section of
this Chapter extends our review of this evidence to concentrate on examples of poor descrip-
tive validity identified by the two previous studies (Perry and Johnson 2008; Perry et al. in
press). Furthermore, it considers whether this lack of reporting is due to issues relating specif-
ically to the study of criminology or whether such reporting is because the issue of descriptive
validity is relatively new to criminologists.

Application of the CONSORT Statement in Criminal Justice Trials

The findings from the two criminology studies of descriptive validity provide some indica-
tion of which elements of descriptive validity are poorly endorsed by criminologists on the
CONSORT Statement. As noted earlier, this may be for a number of different reasons. Firstly,
the CONSORT Statement was originally developed for use in healthcare trials; it is, there-
fore, perhaps not surprising that none of the trials reviewed in the two studies reported on all
items on the Statement. This concern leads to the question of whether the CONSORT State-
ment needs to be refined for use with evaluations of descriptive validity in criminal justice
trials and/or whether criminologists need to improve the standard of reporting information to
enable the accurate assessment of descriptive validity.

In both studies similar poorly endorsed items of descriptive validity were identified.
These included the reporting of adverse events, blinding, reporting of primary and secondary
outcome measures, descriptions about how the results were analysed (including intention
to treat and per protocol approaches), reporting of information relating to the number of
participants processed throughout the trial and details about the control group.

The following section of this chapter considers these poorly reported items of descriptive
validity in more detail and evaluates whether these findings are an artefact of the type of
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research conducted in criminology or whether the lack of emphasis on descriptive validity
in criminology has resulted in researchers whose reporting of descriptive validity should be
improved.

Descriptive Validity in Criminology and Reporting of Adverse Events

Unintended and often undesirable effects are rarely noted in criminology, but form an impor-
tant element of the CONSORT Statement. The Statement advocates that authors examining
the results of trial information need to be aware that an intervention can harm participants
as well as providing benefits. In healthcare, anticipated adverse effects are most commonly
associated with the side effects of taking a newly prescribed drug. In criminology, the concept
of an adverse event is therefore somewhat different as few trials are interested in reporting
on the impact of prescribed drugs. Instead, an adverse event in criminological research may
focus on an increase (as apposed to a decrease) in recidivism rates following the delivery of
an intervention.

Examples of such adverse events can be identified from the criminological literature
with one of the most famous examples being the “Scared Straight” evaluation. The findings
of this study resulted in an increase in the likelihood of criminal activity following young
people being exposed to the program (Petrosino et al. 2002). Other considerations of adverse
effects in criminology may also consider whether a particular intervention is deemed ethical,
acceptable, and is of benefit to those undergoing the intervention.

Within our discussion of the two papers, few examples of adverse events were noted.
This could be because the majority of these trials showed positive results, or it may suggest
that adverse events are either not widely published by journal editors and/or considered by
criminology researchers as important. There is, of course, the tendency for publishers to con-
sider trials with positive results more favourably than those with negative results, and this
has certainly been evidenced in healthcare (e.g., Egger and Smith 1998). This phenomenon is
often referred to as publication bias where the published literature presents the findings of a
particular perspective. Although we have no evidence for this in criminology, it could explain
why a few researchers have addressed the issue of adverse events.

We did, however, find one trial which describes the unexpected findings of an inter-
vention group experiencing higher recidivism rates than the control (see Table 17.2: Peters
et al. 1997). An acceptance of such important negative findings should encourage criminolo-
gists and journal editors alike to present the findings of their research, which acknowledge the
presence of any adverse events. The consequence of not reporting such information increases
the risk of wasting valuable resources on unethical interventions, which have undesired effects
on society.

Descriptive Validity in Criminology and the Reporting of Blinding and Masking

Our second area of poor descriptive validity in criminology is that of blinding or masking
participants. In RCTs the term “blinding” refers to keeping the study participants, adminis-
trators delivering the intervention, and those collecting and analysing the data unaware of
the assigned intervention (Boutron et al. 2005). This ensures that individuals are not unduly
influenced by the knowledge of who is receiving the intervention. For descriptive valid-
ity, the reporting of blinding should recognise who was blinded (for example participants,
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TABLE 17.2. Examples of descriptive validity and adverse events in criminology

CONSORT

item number CONSORT item description Example from the literature

19 All important adverse events “In Cleveland, the question that must be asked is, why did
or side effects in each the experimental groups do worse? This question calls
intervention group. for further investigation and leads to the second point:

the findings presented here are from interim reports.
The groups included in this study must be tracked for a
longer period of time. It is entirely plausible that the
control group in Cleveland will, over time, experience a
recidivism rate comparable to that of the experimental
group”. (Peters et al. 1997).

TABLE 17.3. Examples of descriptive validity and blinding in criminology

CONSORT
item number CONSORT item description Example from the literature
1la Blinding or Masking: “The research design is a double-blinded baseline study.
whether or not participants, The program participants were divided into three
those administering the groups; an experimental group which received
interventions and those acupuncture on a regular basis, a control group which
assessing the outcomes did not receive acupuncture, and a placebo group which
were blinded to group received an acupuncture-like simulation. It should be
assignment noted that initially all cases referred to the program
were given the acupuncture treatment. Once the
acupuncture study began, offenders were randomly
placed into one of the three groups listed above.
Neither staff nor clients were aware of group
placement” (Latessa and Moon 1992).
11b If blinding was done, how “To evaluate participant blinding, a questionnaire asked
was the success of the participants which treatment they believed they had
blinding evaluated received. . .they were asked to indicate what led to this

belief” (Adapted from Lao et al. 1999).

evaluators, or data analysts), and the mechanism of blinding. Blinding is, however, not always
possible, but, a lack of blinding does not prevent authors from explaining why participants,
administrators of the intervention or evaluators were not blinded.

Where blinding has been implemented the reporting of descriptive validity should also
include information about whether such blinding was successful. In principle, if blinding was
successful, the ability of participants to accurately guess their group assignment should be
not better than chance. Our examples (see Table 17.3) provide a description of a double-blind
study of acupuncture treatment for a group of offenders (Latessa and Moon 1992) and an
evaluation of blinding using a questionnaire where participants were asked which treatment
they believed they had received (Lao et al. 1999).

The standard expectation of “double blinding” occurs when both the evaluator and the
participant are blind to the intervention, allocation, and assessment. Evidence from a system-
atic review assessing methods of blinding across different trials reports that blinding in the
literature was most commonly represented in three different categories (Boutron et al. 2006).
These categories included; (1) blinding with patients and care providers, (2) the maintenance
of blinding, and (3) whether assessors were blind to the main outcomes. The results of the
study revealed that blinding of outcome assessors depended upon the primary outcome. For
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example, where mortality was the primary outcome, there was little point in blinding the out-
come assessor. In other situations, they argue that blinding the outcome assessor should be
possible with a centralized assessment of complementary investigation. Some examples of
this blinding show how this is possible to achieve in different types of interventions (Boutron
et al. 2006; Francis et al. 2003; Fiorucci et al. 2004).

In summary, blinding in criminal justice trials at least at the level of the outcome assessor
should be feasible in all trial situations. This was certainly not something that was reported by
criminologists. Other levels of blinding may be more difficult (that is not to say impossible)
and innovative ideas about blinding in criminology research should be encouraged. This is
particularly pertinent given that research from other areas shows how an absence of blinding
can threaten the internal validity of a trial and its results (Boutron et al. 2005).

Descriptive Validity in Criminology and the Reporting of Primary
and Secondary Outcome Measures

In criminological research most trials have several outcomes. Specifying which of these out-
comes is the primary outcome of interest is not common place. However having more than one
or two outcomes can incur problems of interpretation associated with multiplicity of analyses
(see also CONSORT items 18 and 20).

Other information recorded about the outcome measures should include how they were
measured and whether any steps were taken to increase the reliability of the measurements.
This is often referred to as “enhancing the quality of the outcome measures”. Such measures
are more likely to be free from bias if the participant and assessor are blinded to group assign-
ment, or where additional data is collected to support or corroborate other evidence (e.g.,
official data from criminal records is obtained to check self-report measurement of crime).
Examples from two trials (see Table 17.4) provide some evidence to demonstrate the use of
primary outcome measures and the enhancement of their quality in two criminal justice trials
(Rhodes and Gross 1997; Robinson 1995).

Whilst these examples are found in the criminological literature, such examples are not
in plentiful supply. In comparison, medical trials have well established protocols that require

TABLE 17.4. Examples of descriptive validity and primary and secondary outcome measures in
criminology

CONSORT

item number CONSORT item description Example from the literature

6a Clearly defined primary and “While recidivism remains the primary outcome measure
secondary outcome in studies of program effectiveness, the impact of
measures program participation on the granting of conditional

release is also of interest” (Robinson 1995)

6b When applicable enhance the “Outcomes were evaluated using formal assessment
quality of outcome instruments to measure self-reported behaviour at
measures baseline and again at 3 and 6 months. Independent data

from criminal justice and drug treatment systems were
analysed to gauge the validity of these self reports”
(Rhodes and Gross 1997).
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pre-determined primary outcome measures to be specified in the trial protocol prior to com-
mencement of the analysis (Freemantle 2001). Such specification seeks to ensure a reduction
in a number of potential biases. Type I error is one particular problem for trials which include
many outcome measures because there is an increased possibility of the results occurring sim-
ply by chance. Pre-determined outcome measures also reduce the temptation for researchers
to potentially “trawl” for positive results when these are not indicated by the initial analysis
(see Freemantle 2001 for further discussion).

In contrast, criminological studies tend to clearly state the outcome measures, but do
not make the distinction between primary and secondary outcomes. For example, a trial
conducted by Needles and colleagues reports on a range of outcome measures (including self-
reported drug use, cocaine and hair test results, marijuana hair test results, physical and social
problems relating to alcohol or drug use, participation in drug treatment programmes and
sexual behaviour) without specifically listing the primary and secondary measures (Needles
et al. 2005). Such reporting of outcomes in criminology is common and many studies evaluate
the impact of multiple outcome measures and analyses running the risk of introducing Type I
error.

In conjunction with the primary outcome measure is the calculation of the sample size.
Many trials in healthcare and education have been noted as being too small to be able to detect
differences between the intervention and control groups (Torgerson and Elbourne 2002). In
order to estimate the sample size in a trial, a number of different elements are required. These
include (1) the estimated outcomes in each group, (2) the alpha (type I) error level, (3) the sta-
tistical power (type II) error, and (4) for continuous outcomes (e.g. mean number of offences),
the standard deviation or standardised effect size of the measurements.

Sample size estimates are important in trial design because a study needs to be large
enough to have high probability (power) of detecting a statistically significant difference of
a given size (e.g., the anticipated percentage reduction in the number of reconvictions). The
size of the effect is related to the size of the sample, so large samples are necessary to detect
small differences and vice versa. In criminology, the reporting of sample size calculations are
rare. This may be because such calculations are not conducted by researchers or that such
methodological requirements are not commonly considered important enough by criminolo-
gists to report. Either way, criminologists should include sample size calculations within their
study descriptions. Such calculations when conducted prior to the start of the study should
help identify those studies, which may be inadequately powered from the outset.

Descriptive Validity in Criminology and the Reporting of Statistical Analyses

The reporting of statistical analyses was generally poor across the two criminological studies.
Basic information about the number of participants in each group or arm of a trial provides
important information about why individuals may fail to complete an intervention and what
may bias the results of the trial. Primarily, two approaches to the analysis of trial informa-
tion are taken. Intention To Treat (ITT) analysis includes all the study participants regardless
of whether they “crossed over” into another intervention or did not complete the interven-
tion. Supporters of this view argue that this methodology provides a conservative estimate of
the results by truly reflecting what happens to individuals receiving a treatment or interven-
tion in practice (Torgerson and Torgerson 2008). The logic of this argument suggests that by
including all participants (and not just necessarily those who are most likely or most highly
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TABLE 17.5. Examples of descriptive validity and intention to treat analyses in criminology

CONSORT

item number CONSORT item description Example from the literature

16 Number of participants “An intent-to-treat analysis plan was followed in which
(denominator) in each each individual who participated in the follow up was
group included in each analyzed according to his or her original per-school
analysis and whether the (N = 104) or school-age group (N = 95) random
analysis was by “intention assignment, regardless of the length of exposure. This
to treat”. has the advantage of increased stringency while

increasing detection power by increasing the number of
individuals available for analysis. Post hoc analyses
were then conducted with data from five individuals
originally assigned to the pre-school treatment group
removed from the sample.” (Campbell et al. 2002)

motivated to complete treatment) in the analysis this method reduces any possibility of bias.
In contrast, some trialists try to correct for non-adherence by using a per protocol analysis.
This method can produce a biased estimate of effect as participants not complying with the
treatment protocol are excluded from the analysis. An example of an ITT description from
criminology (see Table 17.5) shows a trial of school children (Campbell et al. 2002).

The fundamentals of this analysis are central to the design of a trial and are equally
apparent regardless of whether the trial is conducted in healthcare or criminology. This lack
of transparent reporting in criminological trials may therefore suggest an inherent flaw of this
important element of trial design. This is therefore something that criminologists need to pay
greater attention to in the reporting of trial information.

Descriptive Validity in Criminology and the Reporting of Participant Numbers

The number of participants who started and finished a trial in each arm of the design provides
important information on how many people were used in the data analysis. This information
is important because participants who were excluded after allocation are unlikely to be repre-
sentative of all participants in the study. For example, participants who do not complete all the
data evaluation points may do so because they may be less motivated or could be distinctly
different (i.e., commit different sorts of crimes) than those that do not. For healthcare, this is
usually represented by using the CONSORT flow chart (see Fig. 17.1). The Statement advo-
cates that for each group authors should report the number of participants randomly assigned,
receiving intended treatment, completing the study protocol and analysed for the primary
outcome.

Only 2 of our 83 criminal justice trials used any form of this flow chart. This is perhaps
not surprising since the CONSORT Statement in criminology has not been widely dissemi-
nated, nor has it been adopted by the majority of journal editors as a requirement of authors’
submission of research reports for publication. Researchers reporting on the findings of trials
in criminology should therefore be encouraged to be more transparent about the reporting of
participants throughout all stages of their trials.
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Descriptive Validity in Criminology and the Reporting of Control
Group Information

Our final area of concern in the reporting of descriptive validity in criminology relates to
the description of the intervention and control group(s). In both the control and intervention
group(s) it is important to provide information on the details of the intervention received.
These details should include information about who administered the intervention. For exam-
ple, with cognitive behavioural interventions it may be necessary to describe the number,
training and experiences of the staff. Additionally, the details of the timing and duration of
both the intervention and control groups are required. This is particularly important if the
intervention has multiple components as it allows the study to be replicated (e.g. a therapeu-
tic community, followed by aftercare in the community and a work release program). The
four examples (see Table 17.6) provide information about an intervention group receiving
multi-systemic therapy in comparison to a group of offenders receiving individual therapy
(Borduin et al. 1995). The final example provides information about the timing and duration
of a Big Brother Big Sister evaluation (Grossman and Tierney 1998).

TABLE 17.6. Examples of descriptive validity and the reporting of control and intervention
information in criminology

CONSORT

item number CONSORT item description Example from the literature

4 The precise details of the “Therapeutic interventions were based on the
interventions intended for multisystemic approach to the treatment and prevention
each group and how and of behavior problems. . . Using interventions that are
when they were actually present-focused and action orientated, MST directly
administered addresses intrapersonal and systemic factors that are

known to be associated with adolescent antisocial
behavior. . ..” (Borduin et al. 1995).

“All offenders in this condition received individual
therapy that focused on personal, family and academic
issues. . .. Their theoretical orientations were an
eclectic blend of” .. ..... (Borduin et al. 1995).

“MST (multisystemic therapy) was provided by three
female and three male graduate students (ages ranged
from 23 to 31 years, M = 26) in clinical psychology.
One of the therapists was Native American, and the
others were white. Each had approximately 1.5 years of
direct clinical experience with children or adolescents
before the study. The six therapists served in the study
for an average of 16 months (range 12-24 months).
Therapist supervision was provided by Charles M.
Borduin in a 3-h weekly group meeting and continued
throughout the course of the investigation. During these
meetings...” (Borduin et al. 1995).

“The average length of match for those treatments who
had been matched was almost 12 months, with white
girls having met with a Big Sister for the longest period
(12.4 months) . . ..Little Brothers and little Sisters met
with their Big Brother and Big Sister on a regular basis.
More than 70% of the youths met. . . at least three times
a month, and approximately 45% met one or more
times per week. An average meeting lasted 3.6 h”
(Grossman and Tierney 1998).
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These examples demonstrate best practice evidence giving the amount of detail that
should be reported on both the intervention and control groups. In the majority of criminal
justice trial information was lacking about the control group. Often, for example, phrases
were used that included “care as usual”, without describing what this meant and how much
was received by the control group.

SUMMARY

Descriptive validity and validity more broadly is one of the most important aspects of research
design as it ensures the implementation of sound methodology from which conclusions can
be drawn and generalised to other research findings (Campbell 1957; Perry et al. in press).
In criminology, the concept of descriptive validity has been around for a few years (e.g.,
Farrington 2003), but has received greater recognition in healthcare (e.g., Altman 2005). The
key driving force for this interest in healthcare was the development of the CONSORT group
and subsequently the CONSORT Statement in 1996 (Altman 2001). Since then, the CON-
SORT Statement has been internationally adopted by many journal editors and evaluations of
the CONSORT Statement have shown how it has improved the quality of reporting in RCTs
over time (e.g., Plint et al. 2006).

The impact of poor descriptive validity has been conducted on three key areas of interest.
These include an assessment of whether the introduction of the CONSORT Statement has
increased the reporting of transparent information (e.g., Moher et al. 2001a), the extent to
which journal editors have adopted the CONSORT Statement (e.g., Devereaux et al. 2002),
the relationship between the impact of transparent reporting on allocation concealment in the
randomization process (Hewitt et al. 2005), selection bias (Moher et al. 1998), performance
bias (Juini et al. 2000), blinding (Schulz et al. 1995), sample size (Ioannidis et al. 1998), and
different types of interventions (Emerson et al. 1990). The CONSORT Statement in healthcare
is therefore an established fundamental and credible tool that is used to assess the extent of
transparent reporting in trials.

In criminal justice trials, the reporting of descriptive validity varies across the CONSORT
Statement. The majority of CONSORT items cover the essential requirements of trial design,
methodology, results, and trial findings common to all RCTs regardless of the subject matter.
Other aspects of the CONSORT Statement may need some adaptation (e.g. the impact of
adverse events). Indeed adoption of the CONSORT Statement in discipline areas has occurred
in education (Torgerson et al. 2005) and non-pharmocological trials (Boutron et al. 2005).
There is therefore no reason to suggest that the CONSORT Statement cannot be used (with
some minor amendments) with trials conducted in the criminal justice field.

The other assumption that can be drawn from these findings is that criminology and
the reporting of descriptive validity has not been acknowledged and as a consequence, the
transparent reporting of trial information appears to be worse than in other disciplines such
as healthcare. Use of a CONSORT like Statement in criminology would provide a useful
framework for researchers not only in the reporting of good descriptive validity, but also in the
best practice methodology for trial design. Any such adoption of the CONSORT Statement by
criminal justice researchers is likely to enhance the quality of reporting information of trials
and should be used to aid the interpretation of evidence.

Our discussions surrounding the application of the CONSORT Statement in criminology
raise a number of issues. The central question to the adoption of a CONSORT-like Statement
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in criminology is whether such a tool would increase the transparent reporting of trial infor-
mation. Evaluations to assess whether the CONSORT Statement has improved the reporting
of trial information over time have been systematically reviewed in an evaluation of stud-
ies that compared CONSORT-adopting and non-adopting journals after the publication of
CONSORT; CONSORT adopters before and after the publication of CONSORT, or a com-
bination of both the listed criteria (Plint et al. 2006). The results of the systematic review
showed that journals endorsing the CONSORT Statement reported significantly more infor-
mation about methods of sequence allocation, allocation concealment, and the overall number
of CONSORT items than did journal editors who had not endorsed the Statement.

Overall, the results of the study concluded that the CONSORT Statement was associated
with some improvements in the reporting of transparent information although, clear endorse-
ment of the Statement by journal editors in the “instructions to authors” has shown more
varied results (Altman 2005; Hopewell et al. 2008).

Other researchers have also investigated the impact of reporting transparent informa-
tion on different aspects of the CONSORT Statement. Research evaluating specific aspects of
descriptive validity have found mixed results. For example, researchers evaluating the impact
of reporting inadequate details of allocation concealment found exaggerated intervention
effects compared with trials reporting adequate allocation concealment (Moher et al. 1998,
1999; Schulz et al. 1995).

Further work on this issue was also conducted by Juni and colleagues (2001) who showed
that trials with inadequate or unclear concealment produced odds ratios that were, on average,
30% lower (more beneficial) than those with adequate methodology (combined odds ratio
0.70, 95% CI: 0.62-0.80). However, other researchers have found no association between
reported allocation concealment and intervention effects (Emerson et al. 1990).

Other debates in the literature around validity and reporting bias include the impact of
trial size and trends in the improvement of reporting methodology over time. The size of the
trial has shown discrepancies between the results of several small trials in meta-analyses (e.g.,
Toannidis et al. 1998). Reasons for such differences point towards the fact that small trials
are more likely to be published if they show a statistically significant intervention effect. In
such cases, these discrepancies may be due to publication bias (e.g., Egger and Smith 1998).
Other researchers have shown how trials with greater sample sizes show greater descriptive
validity (Kjaergard et al. 1999; Prady et al. 2008; Shea et al. 2006). This effect does, however,
seem to be specific to the type of intervention. For example, Jiirgen and colleagues in 2002
found improvement in trials with mortality outcomes whereas surrogate outcome trials did
not demonstrate an improvement in methodological quality over time.

To summarise, use of the CONSORT Statement in healthcare has generally improved the
descriptive validity of trials. Specific evaluations of different aspects of the CONSORT State-
ment have revealed mixed results which may or may not demonstrate specific links between
descriptive validity and bias within trial interpretation and design. Several aspects of the CON-
SORT Statement have, however, been used in groups of educational trials and has recently
been referred to in criminology (Perry et al. in press; Torgerson et al. 2005).

For criminologists, descriptive validity is an important concept because it ensures that
the methodological rigour and reporting of trial information is of the highest standard. As a
consequence, one of the limitations of descriptive validity is its reliance upon an accurate and
full description of the trial details (Moher et al. 2005). This is particularly important with the
increasing use of meta-analytical techniques and systematic review evidence which seeks to
synthesise different studies together to ascertain an overall effect. Without this information, a
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well conducted RCT or quasi-experimental study may have low descriptive validity because
the authors have provided a poor description.

Research investigating the use of the CONSORT Statement in criminology found mixed
results with some aspects of reporting highly endorsed but others severely lacking in the crim-
inological literature. To some extent, it is difficult to ascertain why such differences might
occur and suggestions for these differences might include an inability to acknowledge the
importance of descriptive validity in criminological literature. This lack of acknowledgement
does not, however, excuse the poor aspects of reporting on many of the more technical aspects
of study design (e.g., calculation of sample sizes). What faces criminologists is a challenge
to raise their game in the reporting of full transparent and accurate information, thus increas-
ing the standard of research within the discipline. The transparent reporting of information
does not stop at studies only using RCT designs, and such issues are equally of concern for
quasi-experimental and observational study designs. Whilst the CONSORT Statement has
been specifically designed to focus on aspects of trial design (e.g., random allocation), other
aspects of the CONSORT Statement are also applicable to other types of study designs (e.g.,
the aim and recruitment of participants into the study).

It is crucial that RCTs are reported in a transparent manner to ensure that judgements can
be made about the internal and external validity of the study. We would therefore recommend
that the concept of descriptive validity be supported by journal editors and researchers within
criminology to ensure that methodological rigour is upheld to the highest standards in RCTs
and other quasi-experimental study designs.
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