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ABSTRACT
Objective: To review a sample of cluster randomised
controlled trials and explore the quality of reporting of
(1) enabling or support activities provided to the staff
during the trial, (2) strategies used to monitor fidelity
throughout the trial and (3) the extent to which the
intervention being tested was delivered as planned.
Design: A descriptive review.
Data sources and study selection: We searched
MEDLINE for trial reports published between 2008 and
2014 with combinations of the search terms
‘randomised’, ‘cluster’, ‘trial’, ‘study’, ‘intervention’ and
‘implement*’. We included trials in which healthcare
professionals (HCPs) implemented the intervention
being tested as part of routine practice. We excluded
trials (1) conducted in non-health services settings, (2)
where the intervention explicitly aimed to change the
behaviours of the HCPs and (3) where the trials were
ongoing or for which only trial protocols were
available.
Data collection: We developed a data extraction form
using the Template for Intervention Description and
Replication (TIDieR checklist). Review authors
independently extracted data from the included trials
and assessed quality of reporting for individual items.
Results: We included 70 publications (45 results
publications, 25 related publications). 89% of trials
reported using enabling or support activities. How
these activities were provided (75.6%, n=34) and how
much was provided (73.3%, n=33) were the most
frequently reported items. Less than 20% (n=8) of the
included trials reported that competency checking
occurred prior to implementation and data collection.
64% (n=29) of trials reported collecting measures of
implementation. 44% (n=20) of trials reported data
from these measures.
Conclusions: Although enabling and support
activities are reported in trials, important gaps exist
when assessed using an established checklist. Better
reporting of the supports provided in effectiveness
trials will allow for informed decisions to be made
about financial and resource implications for wide
scale implementation of effective interventions.

INTRODUCTION
A seminal publication in 2009 by Chalmers
and Glasziou1 identified unusable research
reports as a primary contributor to avoidable
waste in research production. Despite compre-
hensive guidelines to assist with the reporting
of clinical trials, for example the Consolidated
Standards of Reporting Trials (CONSORT)
2010 statement2 and the Standard Protocol
Items: Recommendations for Interventional
Trials (SPIRIT) 2013 statement,3 gaps in the
completeness of reports remain. Trials of
complex non-pharmacological interventions
have proved a particular challenge. Complex

Strengths and limitations of this study

▪ Enabling or support activities used to facilitate
implementation of interventions in effectiveness
trials should be described in sufficient detail to
allow interpretation of results and future
replication.

▪ In this study we used a published checklist,
TIDieR (the Template for Intervention Description
and Replication), to comprehensively assess the
quality of reporting of enabling or support activ-
ities in cluster randomised trials.

▪ We did not rate the quality of reporting, as other
studies have, but assessed whether or not
authors reported details for items of the TIDieR
checklist. The figures provided here may there-
fore present a more positive picture than would
be the case if we assessed the extent to which
interventions could be replicated from the details
provided.

▪ Our search strategy was designed to identify a
sample of effectiveness trials conducted in
health services settings and a large number of
eligible published trials may not have been iden-
tified potentially limiting the generalisability of
the results.

McMahon NE, et al. BMJ Open 2015;5:e008251. doi:10.1136/bmjopen-2015-008251 1

Open Access Research

 on M
ay 19, 2023 by guest. P

rotected by copyright.
http://bm

jopen.bm
j.com

/
B

M
J O

pen: first published as 10.1136/bm
jopen-2015-008251 on 9 O

ctober 2015. D
ow

nloaded from
 

 on M
ay 19, 2023 by guest. P

rotected by copyright.
http://bm

jopen.bm
j.com

/
B

M
J O

pen: first published as 10.1136/bm
jopen-2015-008251 on 9 O

ctober 2015. D
ow

nloaded from
 

 on M
ay 19, 2023 by guest. P

rotected by copyright.
http://bm

jopen.bm
j.com

/
B

M
J O

pen: first published as 10.1136/bm
jopen-2015-008251 on 9 O

ctober 2015. D
ow

nloaded from
 

 on M
ay 19, 2023 by guest. P

rotected by copyright.
http://bm

jopen.bm
j.com

/
B

M
J O

pen: first published as 10.1136/bm
jopen-2015-008251 on 9 O

ctober 2015. D
ow

nloaded from
 

 on M
ay 19, 2023 by guest. P

rotected by copyright.
http://bm

jopen.bm
j.com

/
B

M
J O

pen: first published as 10.1136/bm
jopen-2015-008251 on 9 O

ctober 2015. D
ow

nloaded from
 

 on M
ay 19, 2023 by guest. P

rotected by copyright.
http://bm

jopen.bm
j.com

/
B

M
J O

pen: first published as 10.1136/bm
jopen-2015-008251 on 9 O

ctober 2015. D
ow

nloaded from
 

 on M
ay 19, 2023 by guest. P

rotected by copyright.
http://bm

jopen.bm
j.com

/
B

M
J O

pen: first published as 10.1136/bm
jopen-2015-008251 on 9 O

ctober 2015. D
ow

nloaded from
 

 on M
ay 19, 2023 by guest. P

rotected by copyright.
http://bm

jopen.bm
j.com

/
B

M
J O

pen: first published as 10.1136/bm
jopen-2015-008251 on 9 O

ctober 2015. D
ow

nloaded from
 

 on M
ay 19, 2023 by guest. P

rotected by copyright.
http://bm

jopen.bm
j.com

/
B

M
J O

pen: first published as 10.1136/bm
jopen-2015-008251 on 9 O

ctober 2015. D
ow

nloaded from
 

 on M
ay 19, 2023 by guest. P

rotected by copyright.
http://bm

jopen.bm
j.com

/
B

M
J O

pen: first published as 10.1136/bm
jopen-2015-008251 on 9 O

ctober 2015. D
ow

nloaded from
 

 on M
ay 19, 2023 by guest. P

rotected by copyright.
http://bm

jopen.bm
j.com

/
B

M
J O

pen: first published as 10.1136/bm
jopen-2015-008251 on 9 O

ctober 2015. D
ow

nloaded from
 

 on M
ay 19, 2023 by guest. P

rotected by copyright.
http://bm

jopen.bm
j.com

/
B

M
J O

pen: first published as 10.1136/bm
jopen-2015-008251 on 9 O

ctober 2015. D
ow

nloaded from
 

 on M
ay 19, 2023 by guest. P

rotected by copyright.
http://bm

jopen.bm
j.com

/
B

M
J O

pen: first published as 10.1136/bm
jopen-2015-008251 on 9 O

ctober 2015. D
ow

nloaded from
 

 on M
ay 19, 2023 by guest. P

rotected by copyright.
http://bm

jopen.bm
j.com

/
B

M
J O

pen: first published as 10.1136/bm
jopen-2015-008251 on 9 O

ctober 2015. D
ow

nloaded from
 

 on M
ay 19, 2023 by guest. P

rotected by copyright.
http://bm

jopen.bm
j.com

/
B

M
J O

pen: first published as 10.1136/bm
jopen-2015-008251 on 9 O

ctober 2015. D
ow

nloaded from
 

 on M
ay 19, 2023 by guest. P

rotected by copyright.
http://bm

jopen.bm
j.com

/
B

M
J O

pen: first published as 10.1136/bm
jopen-2015-008251 on 9 O

ctober 2015. D
ow

nloaded from
 

 on M
ay 19, 2023 by guest. P

rotected by copyright.
http://bm

jopen.bm
j.com

/
B

M
J O

pen: first published as 10.1136/bm
jopen-2015-008251 on 9 O

ctober 2015. D
ow

nloaded from
 

 on M
ay 19, 2023 by guest. P

rotected by copyright.
http://bm

jopen.bm
j.com

/
B

M
J O

pen: first published as 10.1136/bm
jopen-2015-008251 on 9 O

ctober 2015. D
ow

nloaded from
 

 on M
ay 19, 2023 by guest. P

rotected by copyright.
http://bm

jopen.bm
j.com

/
B

M
J O

pen: first published as 10.1136/bm
jopen-2015-008251 on 9 O

ctober 2015. D
ow

nloaded from
 

 on M
ay 19, 2023 by guest. P

rotected by copyright.
http://bm

jopen.bm
j.com

/
B

M
J O

pen: first published as 10.1136/bm
jopen-2015-008251 on 9 O

ctober 2015. D
ow

nloaded from
 

 on M
ay 19, 2023 by guest. P

rotected by copyright.
http://bm

jopen.bm
j.com

/
B

M
J O

pen: first published as 10.1136/bm
jopen-2015-008251 on 9 O

ctober 2015. D
ow

nloaded from
 

 on M
ay 19, 2023 by guest. P

rotected by copyright.
http://bm

jopen.bm
j.com

/
B

M
J O

pen: first published as 10.1136/bm
jopen-2015-008251 on 9 O

ctober 2015. D
ow

nloaded from
 

 on M
ay 19, 2023 by guest. P

rotected by copyright.
http://bm

jopen.bm
j.com

/
B

M
J O

pen: first published as 10.1136/bm
jopen-2015-008251 on 9 O

ctober 2015. D
ow

nloaded from
 

 on M
ay 19, 2023 by guest. P

rotected by copyright.
http://bm

jopen.bm
j.com

/
B

M
J O

pen: first published as 10.1136/bm
jopen-2015-008251 on 9 O

ctober 2015. D
ow

nloaded from
 

 on M
ay 19, 2023 by guest. P

rotected by copyright.
http://bm

jopen.bm
j.com

/
B

M
J O

pen: first published as 10.1136/bm
jopen-2015-008251 on 9 O

ctober 2015. D
ow

nloaded from
 

 on M
ay 19, 2023 by guest. P

rotected by copyright.
http://bm

jopen.bm
j.com

/
B

M
J O

pen: first published as 10.1136/bm
jopen-2015-008251 on 9 O

ctober 2015. D
ow

nloaded from
 

 on M
ay 19, 2023 by guest. P

rotected by copyright.
http://bm

jopen.bm
j.com

/
B

M
J O

pen: first published as 10.1136/bm
jopen-2015-008251 on 9 O

ctober 2015. D
ow

nloaded from
 

 on M
ay 19, 2023 by guest. P

rotected by copyright.
http://bm

jopen.bm
j.com

/
B

M
J O

pen: first published as 10.1136/bm
jopen-2015-008251 on 9 O

ctober 2015. D
ow

nloaded from
 

 on M
ay 19, 2023 by guest. P

rotected by copyright.
http://bm

jopen.bm
j.com

/
B

M
J O

pen: first published as 10.1136/bm
jopen-2015-008251 on 9 O

ctober 2015. D
ow

nloaded from
 

 on M
ay 19, 2023 by guest. P

rotected by copyright.
http://bm

jopen.bm
j.com

/
B

M
J O

pen: first published as 10.1136/bm
jopen-2015-008251 on 9 O

ctober 2015. D
ow

nloaded from
 

 on M
ay 19, 2023 by guest. P

rotected by copyright.
http://bm

jopen.bm
j.com

/
B

M
J O

pen: first published as 10.1136/bm
jopen-2015-008251 on 9 O

ctober 2015. D
ow

nloaded from
 

http://dx.doi.org/10.1136/bmjopen-2015-008251
http://dx.doi.org/10.1136/bmjopen-2015-008251
http://dx.doi.org/10.1136/bmjopen-2015-008251
http://crossmark.crossref.org/dialog/?doi=10.1136/bmjopen-2015-008251&domain=pdf&date_stamp=2015-10-08
http://bmjopen.bmj.com
http://bmjopen.bmj.com/
http://bmjopen.bmj.com/
http://bmjopen.bmj.com/
http://bmjopen.bmj.com/
http://bmjopen.bmj.com/
http://bmjopen.bmj.com/
http://bmjopen.bmj.com/
http://bmjopen.bmj.com/
http://bmjopen.bmj.com/
http://bmjopen.bmj.com/
http://bmjopen.bmj.com/
http://bmjopen.bmj.com/
http://bmjopen.bmj.com/
http://bmjopen.bmj.com/
http://bmjopen.bmj.com/
http://bmjopen.bmj.com/
http://bmjopen.bmj.com/
http://bmjopen.bmj.com/
http://bmjopen.bmj.com/
http://bmjopen.bmj.com/
http://bmjopen.bmj.com/
http://bmjopen.bmj.com/
http://bmjopen.bmj.com/
http://bmjopen.bmj.com/
http://bmjopen.bmj.com/
http://bmjopen.bmj.com/
http://bmjopen.bmj.com/
http://bmjopen.bmj.com/
http://bmjopen.bmj.com/
http://bmjopen.bmj.com/
http://bmjopen.bmj.com/


interventions are those with numerous interacting compo-
nents and have been found to be adequately described in
only 39% of trials.4

Randomised controlled trials (RCTs) have traditionally
been designed to demonstrate the efficacy of complex
interventions under optimum conditions.5 However,
numerous challenges exist in attempting to translate
research evidence from efficacy trials into real-life clinical
practice. Most notably the lack of external validity, or gen-
eralisability, which has been a long-standing criticism of
the RCT methodology.6 To address this issue, there has
been a dramatic increase in the number of effectiveness
trials being conducted which explore the degree of benefi-
cial effect of interventions when delivered under real
world conditions.7 RCTs are not considered to be either
efficacy or effectiveness trials but can have characteristics
of both and thus are said to sit on a continuum.8

As a result of the growing interest in more pragmatic
trial designs, we have also seen an increase in the use of
cluster randomisation in health services research (ie,
where groups of patients, rather than individual patients,
are randomised). Cluster randomised designs are particu-
larly appropriate when there is a risk of contamination
across trial groups when trial patients are managed within
the same setting.9 Pragmatic cluster randomised trials will
usually evaluate interventions when they are delivered by
routinely employed healthcare professionals. Successful
implementation therefore requires a change in the prac-
tices of these professionals.10 The ‘CONSORT’ extension
for the reporting of RCTs of non-pharmacological treat-
ments11 and the Template for Intervention Description
and Replication (TIDieR) checklist,12 prompt authors to
report on any activities that are used to enable or support
professionals to implement the interventions being tested,
and to report actual implementation of the intervention.
These enabling or support activities can be considered to
be interventions in themselves and therefore merit equal
description in trial reports.
Previous studies exploring the completeness of inter-

vention descriptions in clinical trials have not differen-
tiated between different trial designs and have not
explicitly assessed the completeness of reporting of
enabling or support activities used to assist professionals
in implementing the interventions being tested.4 13–15 In
this study we reviewed a sample of cluster RCTs, in
which healthcare professionals employed to routinely
deliver care were responsible for implementing the
interventions being tested. We explored the quality of
reporting of (1) enabling or support activities provided
during the trial, (2) strategies used to monitor fidelity
throughout the trial and (3) the extent to which the
intervention was delivered as planned.

METHODS
Search strategy and selection of reports of trials
To identify a sample of trial reports for the review we
searched MEDLINE for publications with combinations

of the search terms ‘randomised’, ‘cluster’, ‘trial’,
‘study’, ‘intervention’ and ‘implement*’ in their titles or
abstracts (see online supplementary file S1). To manage
the scope of the review we included reports of cluster
RCTs published between 2008 and 2014. This date
range was chosen as the Medical Research Council
(MRC) guidance on developing and evaluating complex
interventions was published in 2008,10 a seminal publica-
tion which has influenced the quality of reporting in
trials of complex interventions. We included trials,
accessible online and published in English, in which
healthcare professionals (HCPs) implemented the
intervention being tested as part of their routine prac-
tice. We excluded trials (1) conducted in non-health
services settings (eg, schools, universities), (2) where the
intervention being tested explicitly aimed to change the
behaviours of the HCPs (eg, behaviour change interven-
tions (BCIs) such as screening tools, decision aids, audit
and feedback) and (3) if the trials were ongoing or for
which only trial protocols were available. In instances
where the intervention being tested served a dual
purpose of impacting on patient outcomes, and also
changing the behaviours of healthcare professionals to
implement best practice, we made decisions on a
case-by-case basis. Trials were included in which health-
care professionals were responsible for implementing
defined actions or components of the interventions
being tested. Where it was not possible to identify
defined actions or components of the interventions to
be implemented these trials were excluded.
NM conducted the first round of screening to remove

irrelevant trials based on the exclusion criteria. In pairs,
all authors independently screened the titles and
abstracts of the remaining trials for inclusion.
Discrepancies were resolved by discussion or by a third
party. In instances where it was not possible to exclude
trials based on title and abstract, full-text versions were
obtained and were assessed for inclusion by the authors
in the same way. Relevant publications related to the
included trials (ie, trial protocols, process evaluations)
were identified where possible by using the trial registra-
tion number or by manually searching for publications
where the primary investigator named on the trial regis-
tration was an author.

Data extraction and analysis
A data extraction form, based on the TIDieR checklist,12

was developed for the purposes of the review. All of the
TIDieR items were applied to enabling and support
activities. Data on fidelity was extracted at two levels (1)
fidelity of implementation of the enabling and support
activities and (2) fidelity of implementation of the inter-
vention being tested. Throughout data extraction we
made minor iterative changes to the way in which the
items of the TIDieR checklist were organised to facilitate
ease of use. For example, we reordered some of the
items to fit with how they most often appeared in
publications, and we separated ‘when’ and ‘how much’.

2 McMahon NE, et al. BMJ Open 2015;5:e008251. doi:10.1136/bmjopen-2015-008251
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Some additional information highlighted in the TIDieR
checklist publication was coded as a separate item as it
was reported in a number of trials (ie, competency
checking is discussed under ‘who provided’ in the ori-
ginal TIDieR publication and we extracted this as a
stand-alone item). The final data extraction form is pro-
vided in online supplementary file S2. Data were
extracted on: the rationale for the support or enabling
activities, materials and procedures used, where the
activities were delivered, by who, when and how often
and if the training was accredited or competency
checked. Data on tailoring or modifications to the activ-
ities were extracted along with planned strategies to
monitor implementation fidelity, and actual implementa-
tion of the intervention during the trial. Three pairs of
authors independently extracted data from 15 trials
each, where one author (NM) was a member of two
pairs. Extracted data were cross-checked in the pairs and
findings were discussed until consensus for each section
was reached and the authors agreed that all potentially
relevant information had been extracted.
Previous studies have rated intervention descriptions

as adequate/complete or inadequate/incomplete.4 14

Owing to the subjective nature of these types of ratings
(ie, there is not yet consensus as to what information
must be reported in what level of detail to constitute an
adequate description of an intervention) it was decided
by the study team to assess each section of the TIDieR
checklist as ‘reported’ or ‘not reported’, and where
information was reported to extract examples of more
detailed reporting and more typical reporting. Items
were assessed as ‘not reported’ if there was no mention
of that item at all in the trial publications. Where
authors made any reference to an item it was assessed as
‘reported’. A limitation of this approach to assessment is
that it may overstate the quality of reporting in included
studies. All authors independently reviewed the
extracted data for each trial and made an assessment for
each item extracted. Examples of variation in reporting
were also highlighted by each of the review authors at
this stage. Cross-checking of the assessments was carried
out by the lead author. Microsoft Excel was used to
analyse the data descriptively.

RESULTS
We identified 630 citations from our initial search. This
became 563 when duplicate citations were removed.
Trials that were conducted in a non-health service
setting were excluded in the first round of screening
(n=240) and the eligibility criteria applied to the
remaining 323 citations. A total of 70 citations were
included for data extraction (45 trial results publications
and 25 related publications). Where available we used
trial registration numbers to identify publications that
may have been relevant for data extraction. We identi-
fied trial registration numbers for 35 of the 45 included
trials. Known trial registration numbers were used to

search PubMed identifying protocols and trial results
publications for 26 of the included trials. The remaining
publications could not be retrieved using the trial regis-
tration number alone. Identification of related publica-
tions through trial registration number search was not
always successful but searching using a combination of
author name, trial name and keywords identified seven
additional process evaluation publications. For the 35
trials with registration numbers, 16 registrations had no
records of publications, six had a results publication but
no protocol, 12 had both the protocol and results publi-
cations and one was not in English. Related publications
for the nine trials where registration numbers were not
identified were retrieved through additional manual
searching. In all but one of the related publications
there was an obvious link to the original trial, that is, the
trial was named or cited in the publication. One poten-
tially related publication was not included as it was not
possible to link the content to the original trial.16 A flow
diagram of studies through the review is provided in
figure 1. Citations excluded as ‘not relevant’ were sec-
ondary trial publications (eg, cost-effectiveness publica-
tions), trials where the healthcare professionals
employed to deliver routine care did not take an active
role in implementing an intervention (eg, system-wide
quality improvement) and trials where healthcare

Figure 1 PRISMA flow diagram (BCI, behaviour change

intervention; HCP, healthcare professional).
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professionals were recipients of an education or training
intervention (eg, train-the-trainer initiative). All publica-
tions included in data extraction are provided in online
supplementary file S3.

Characteristics of included trials
The trials included in the review span 22 countries. The
country with the most included trials was the
Netherlands (n=7), followed by Australia (n=5), Spain
(n=5) and the UK (n=5). The trial results publications
came from 33 different journals including the BMJ
(n=5), PLoS One (n=4) and the Lancet (n=3). The condi-
tions most frequently studied were type 2 diabetes (n=5),
asthma (n=4), cardiovascular disease, hypertension and
stroke (n=4) and maternal and child health (n=4). Over
half of the trials were conducted in primary care settings
(n=23) and primarily evaluated lifestyle/self-
management interventions (n=22). Nurses were respon-
sible for implementing the intervention in 12 trials,
general practitioners in 10 and pharmacists in 4. Further
details on the characteristics of the included studies are
provided in online supplementary file S4.

Quality of reporting of enabling or support activities
Forty of the 45 trials (88.8%) made reference to some
form of enabling or support activities conducted during
the trial. Of the five trials that did not describe any
enabling or support activities, three of these were evalu-
ating infection control interventions in hospital settings.
The number of trials providing information on each of
the items of the TIDieR checklist, adapted for enabling
or support activities, is shown in table 1. How activities
were provided, and how much, were the most frequently
reported items (75.6% and 73.3% of trials, respectively).
Reporting of the rationale for the chosen activities, any
tailoring or modifications of the activities and measures
of planned and actual activities carried out during the
trial (eg, attendance at training sessions) were the least
frequently reported.

Quality of reporting of strategies used to monitor fidelity
throughout the trial and the extent to which the
intervention was delivered as planned
Over half of the included trials (n=29) reported moni-
toring the extent to which healthcare professionals
delivered the intervention as planned within the trial.
The ways in which fidelity was most frequently moni-
tored included notes audits (n=12), rating of random
samples of audio-recorded sessions (n=5), self-reported
measures of implementation (from healthcare profes-
sionals and study participants) (n=4) and observation of
practice (n=2). Of the trials that reported collecting
measures of fidelity, data from these measures was
reported in 44.4% (n=20) of the trials. Examples of
reporting, and variation across trials for the individual
items are provided in online supplementary file S5.

DISCUSSION
Statement of principal findings
Almost all of the trials (89%) included in this review
reported that enabling or support activities were used to
facilitate implementation of the intervention being
tested. However, large discrepancies were identified in
the quality of reporting of the components of these
activities. Authors most frequently reported how enab-
ling or support activities were provided, and how much
was provided, but details related to who provided, where,
when and the underpinning rationale for the content
and delivery of the activities were often omitted. Less
than 20% of the included trials reported that compe-
tency checking took place prior to implementation and
data collection. Although, 29 trials reported using spe-
cific fidelity measures to assess the extent to which the
healthcare professionals had implemented the interven-
tion as planned during the trial, data from these mea-
sures was not reported in nine instances.

Strengths and weaknesses of the study
A strength of this study is the use of the published TIDieR
checklist (the Template for Intervention Description and
Replication) to assess the quality of reporting of the
included trials.12 TIDieR has been developed by
Hoffmann and colleagues as an extension to Item 5 of the
CONSORT Statement and aims to guide authors in
describing interventions in a level of detail to allow for
future replication. Although the primary purpose of the
TIDieR checklist is to assist in the describing of interven-
tions being tested, a number of items in TIDieR discuss
how some interventions, particularly complex ones, might
require additional activities to enable or support the inter-
vention to occur, and these should also be described. We
would argue, and have demonstrated here, that these activ-
ities are interventions in themselves and therefore can be
reported with the same level of detail and attention
afforded to the intervention under investigation.
A limitation of this review may be the included trials

and the way in which they were identified. Although a

Table 1 Number of trials reporting components of

enabling or support activities

Components of enabling or support

activities

Reported

Per cent n

Why 11.1 5

Who provided 53.3 24

What materials 57.8 26

Where 22.2 10

When 51.1 23

How 75.6 34

How much 73.3 33

Tailoring 4.4 2

Modifications 4.4 2

Measure of fidelity 2.2 1

Actual activities delivered 6.7 3

Competency checking 17.8 8

4 McMahon NE, et al. BMJ Open 2015;5:e008251. doi:10.1136/bmjopen-2015-008251
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systematic process was used to identify effectiveness
cluster RCTs, a large number of published trials will not
have been identified by our search (eg, due to the time
period or search terms used). The results of our review
therefore may not be generalisable. However, it is also
unknown whether a larger sample would have influ-
enced the overall results of the study. When attempting
to identify secondary publications for the included trials
it became evident that authors do not always include the
trial registration numbers in the trial results publica-
tions. We carried out additional searching using publica-
tion titles, trial names and author names but were
unable to locate trial registration numbers for 10 of the
included trials. It is not possible to conclude whether
these trials were not registered or whether the search
efforts were unable to locate registration details. We
endeavoured to retrieve all relevant publications, includ-
ing process evaluations and reports on training proce-
dures. However, it is possible that details of support
activities may be reported in publications not identified
during our searches. It was interesting to note that in a
number of instances process evaluation publications did
not provide additional information on actual implemen-
tation during the trial or associated measures. The focus
of these publications was often on providing in depth
qualitative accounts on stakeholders experiences of the
implementation process. MRC guidance on process
evaluations was published earlier this year and may
result in greater consistency as to the type of information
reported in these evaluations.17

As previously mentioned, similar trials4 13 14 have not
only looked at whether or not details have been
reported but have also made a judgement as to whether
the details provided were sufficient to merit replication.
In this review we opted to assess whether or not authors
provided details on the items of the TIDieR checklist
and provide supporting examples. This may also be a
limitation of the review as the figures provided here
without doubt present a more positive picture than
would be the case if we were to make subjective judge-
ments on the extent to which interventions could be
replicated from the details provided.

Meaning of the study
Despite improvements in the quality of reporting of clin-
ical research in recent years, complex trial designs and
interventions have resulted in trial reports leaving
readers with many questions unanswered. In this review
we have focused in particular on the reporting of enab-
ling and support activities and implementation fidelity
within trials, as this is important information for both
interpreting the research findings and also for clinicians
wanting guidance on how to implement interventions in
their practice. We have shown that although these activ-
ities are reported in trials, there exist important gaps
when assessed using items of the TIDieR checklist.
Implementation science is a growing field of research,
with much interest in how we can best translate

interventions that have been shown to be effective in
research into day-to-day clinical practice. In order to pro-
gress this field of research it is important that authors
describe the rationale for their implementation activ-
ities, and the components of these activities in order to
contribute to the growing evidence base. Publication
restrictions pose a particular challenge in achieving this
goal and therefore novel methods of efficiently commu-
nicating these details in useable formats are urgently
needed.

Unanswered questions and future research
Effectiveness cluster randomised trials of complex non-
pharmacological interventions pose numerous chal-
lenges in their design, implementation and reporting.
However, there is a growing appreciation for the
nuanced and iterative processes that occur when intro-
ducing a new intervention into routine clinical practice
and the role of contextual and personal factors.18 There
is a need for more transparent reporting about what is
happening in trials to make informed decisions about
the feasibility and effectiveness of interventions, along
with their likely financial and resource implications.
There is also a need to establish consensus about the
level of detail that should be reported for such large
scale trials to ensure that what is reported is meaningful
and useful for patients, the public, clinicians and
researchers.
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Supplementary file 1: Search strategy (22.09.2014): 
 

1. (randomised or randomized).m_titl.    (109896) 

2. implement*.ti,ab.      (261884) 

3. (cluster or multi-site or multi-centre).m_titl.   (22294) 

4. "intervent*".m_titl.      (87510) 

5. 2 or 4        (341756) 

6. ((trial or study) not protocol).m_titl.    (1070741) 

7. 1 and 3 and 6       (2093)  

8. 5 and 7       (761) 

9. limit 9 to yr="2008 - 2014"     (630) 
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Supplementary file 2: Data extraction form and completed example 

Data extraction form 

First author of trial results 
publication 

Blackberry  

Publication Title Effectiveness of general practice based, practice 
nurse led telephone coaching on glycaemic control of 
type 2 diabetes: the Patient Engagement and 
Coaching for Health (PEACH) pragmatic cluster 
randomised controlled trial. 

Trial Acronym PEACH 

Trial Registration ISRCTN50662837 

Journal Citation Blackberry ID, Furler JS, Best JD, Chondros P, Vale 
M, Walker C, et al. Effectiveness of general practice 
based, practice nurse led telephone coaching on 
glycaemic control of type 2 diabetes: the Patient 
Engagement and Coaching for Health (PEACH) 
pragmatic cluster randomised controlled trial. BMJ. 
2013;347:f5272. 

Journal BMJ 

Year 2013 

Study Design  Cluster randomised controlled trial 

Publication type Trial results 

Other relevant trial 
publications 

PROTOCOL: Young D, Furler J, Vale M, Walker C, 
Segal L, Dunning P, et al. Patient Engagement and 
Coaching for Health: The PEACH study--a cluster 
randomised controlled trial using the telephone to 
coach people with type 2 diabetes to engage with 
their GPs to improve diabetes care: a study protocol. 
BMC Fam Pract. 2007;8:20.  

Topic Type 2 Diabetes 
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Aim To evaluate the effectiveness of goal focused 
telephone coaching by practice nurses in improving 
glycaemic control in patients with type 2 diabetes in 
Australia. 

Name/type of the 
intervention 

Patient Engagement and Coaching for Health 
intervention (PEACH). (self-management) 

HCPs implementing the 
intervention 

Nurses 

Setting General practices 

Enabling or support activities 

Made reference to enabling 
or support activities 

Yes 

Rationale for the activities Not described 

Who provided The research team provides on-site assistance to the 
practice nurse in their first two baseline interviews 
and questionnaire administration to ensure quality of 
data collection. 

What materials Practices were reimbursed for their nurses’ time 
spent on the PEACH study, including for patient 
recruitment, data collection, and delivery of the 
intervention. 

Where On-site assistance 

When Unclear 

How Each practice nurse from practices assigned to the 
intervention group completed a two day training 
programme in telephone coaching. / The research 
team provided support to practice nurses during the 
intervention period, including one visit to the 
practice, monthly telephone calls, and a group 
meeting, where all intervention practice nurses could 
share their experience and learning from conducting 
telephone coaching. 
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How much An initial 15 hours of telephone coaching training 
over two days, and further support and training was 
provided to individual nurses after assessment of 
their progress. 

Tailoring None described 

Modifications None described 

Measures of fidelity for the 
enabling or support activities 
(e.g. monitoring attendance at training 
sessions) 

Not described 

Actual implementation of 
support activities (e.g. had to 
increase number of sessions to 
accommodate staff turnover)  

Not described 

Competency checking in 
advance of implementation 
/accreditation 

None described 

Fidelity of implementation of intervention being tested 

Strategy used to monitor 
fidelity 

The "Head Coach" (MV) monitors the first telephone 
coaching and random subsequent telephone 
coaching. 

Extent to which the 
intervention was delivered as 
planned 

The intensity and fidelity of the intervention was 
compromised so that the intended dose of the 
intervention was not delivered to a high proportion of 
patients and in many cases the key element of a focus 
on medication intensification through negotiation 
with the treating general practitioners was not 
achieved. Intervention fidelity also seems to have 
been compromised. Content analysis of calls showed 
many consultations did not explicitly address 
medication intensification, an important part of the 
coaching programme. 
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Supplementary file 3: Publications included in data extraction 

ID First author/year of 
trial results publication Trial registration number No. Trial publications included in data extraction 

1 Adachi 2013  UMIN000004049 2 

PROTOCOL: 
• Adachi M, Yamaoka K, Watanabe M, et al. Effects of lifestyle 

education program for type 2 diabetes patients in clinics: study 
design of a cluster randomized trial. BMC Public Health 
2010;10:742. 

RESULTS: 
• Adachi M, Yamaoka K, Watanabe M, et al. Effects of lifestyle 

education program for type 2 diabetes patients in clinics: a 
cluster randomized controlled trial. BMC Public Health 
2013;13:467. 

2 Armour 2013  None identified 1 

RESULTS: 
• Armour CL, Reddel HK, LeMay KS, et al. Feasibility and 

effectiveness of an evidence-based asthma service in Australian 
community pharmacies: a pragmatic cluster randomized trial. J 
Asthma 2013;50:302-9. 

3 Blackberry 2013  ISRCTN50662837 2 

PROTOCOL: 
• Young D, Furler J, Vale M, et al. Patient Engagement and 

Coaching for Health: The PEACH study--a cluster randomised 
controlled trial using the telephone to coach people with type 2 
diabetes to engage with their GPs to improve diabetes care: a 
study protocol. BMC Fam Pract 2007;8:20. 

RESULTS: 
• Blackberry ID, Furler JS, Best JD, et al. Effectiveness of general 

practice based, practice nurse led telephone coaching on 
glycaemic control of type 2 diabetes: the Patient Engagement 
and Coaching for Health (PEACH) pragmatic cluster randomised 
controlled trial. BMJ 2013;347:f5272. 
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4 Cabezas 2011  NCT00125905 2 

PROTOCOL: 
• Cabezas C, Martin C, Granollers S, et al. Effectiveness of a 

stepped primary care smoking cessation intervention (ISTAPS 
study): design of a cluster randomised trial. BMC Public Health 
2009;9:48.  

RESULTS: 
• Cabezas C, Advani M, Puente D, Rodriguez-Blanco T, Martin C, 

Group IS. Effectiveness of a stepped primary care smoking 
cessation intervention: cluster randomized clinical trial (ISTAPS 
study). Addiction 2011;106:1696-706. 

5 Chao 2014  None identified 1 

RESULTS: 
• Chao YH, Usher K, Buettner PG, Holmes C. Cluster randomised 

controlled trial: educational self-care intervention with older 
Taiwanese patients with type 2 diabetes mellitus--impact on 
blood glucose levels and diabetic complications. Collegian 
2014;21:43-51. 

6 Deales 2014  ACTRN12611000813987 1 

RESULTS: 
• Deales A, Fratini M, Romano S, et al. Care manager to control 

cardiovascular risk factors in primary care: the Raffaello cluster 
randomized trial. Nutr Metab Cardiovasc Dis 2014;24:563-71. 

7 Derde 2014  NCT00976638 1 

RESULTS: 
• Derde LP, Cooper BS, Goossens H, et al. Interventions to reduce 

colonisation and transmission of antimicrobial-resistant bacteria 
in intensive care units: an interrupted time series study and 
cluster randomised trial.[Erratum appears in Lancet Infect Dis. 
2014 Jan;14(1):11]. Lancet Infect Dis 2014;14:31-9. 
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8 Dinneen 2013  ISRCTN79759174 2 

PROTOCOL: 
• Dinneen SF, MC OH, Byrne M, et al. The Irish DAFNE study 

protocol: a cluster randomised trial of group versus individual 
follow-up after structured education for type 1 diabetes. Trials 
2009;10:88. 

RESULTS: 
• Dinneen SF, O'Hara MC, Byrne M, et al. Group follow-up 

compared to individual clinic visits after structured education for 
type 1 diabetes: a cluster randomised controlled trial. Diabetes 
Res Clin Pract 2013;100:29-38. 

9 Garcia-Cardenas 2013  NCT01085474 1 

RESULTS: 
• Garcia-Cardenas V, Sabater-Hernandez D, Kenny P, Martinez-

Martinez F, Faus MJ, Benrimoj SI. Effect of a pharmacist 
intervention on asthma control. A cluster randomised trial. 
Respir Med 2013;107:1346-55. 

10 Grandes 2009  NCT00131079 1 

RESULTS: 
• Grandes G, Sanchez A, Sanchez-Pinilla RO, et al. Effectiveness 

of physical activity advice and prescription by physicians in 
routine primary care: a cluster randomized trial. Arch Intern Med 
2009;169:694-701. 

11 Hafkamp-de Groen 2014 ISRCTN15790308 2 

PROTOCOL: 
• Hafkamp-de Groen E, Mohangoo AD, de Jongste JC, et al. Early 

detection and counselling intervention of asthma symptoms in 
preschool children: study design of a cluster randomised 
controlled trial. BMC Public Health 2010;10:555. 

RESULTS: 
• Hafkamp-de Groen E, van der Valk RJ, Mohangoo AD, et al. 

Evaluation of systematic assessment of asthma-like symptoms 
and tobacco smoke exposure in early childhood by well-child 
professionals: A randomised trial. PLoS One 2014;9:e90982. 
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12 Haller 2014  ACTRN12608000432314 1 

RESULTS: 
• Haller DM, Meynard A, Lefebvre D, Ukoumunne OC, Narring 

F, Broers B. Effectiveness of training family physicians to 
deliver a brief intervention to address excessive substance use 
among young patients: a cluster randomized controlled trial. 
CMAJ 2014;186:E263-72. 

13 Hegarty 2010  ACTRN12608000032358 2 

PROTOCOL: 
• Hegarty KL, Gunn JM, O'Doherty LJ, et al. Women's evaluation 

of abuse and violence care in general practice: a cluster 
randomised controlled trial (weave). BMC Public Health 
2010;10:2. 

RESTULTS: 
• Hegarty K, O'Doherty L, Taft A, et al. Screening and counselling 

in the primary care setting for women who have experienced 
intimate partner violence (WEAVE): a cluster randomised 
controlled trial. Lancet 2013;382:249-58. 

14 Hoddinott 2009  ISRCTN44857041 2 

RESULTS: 
• Hoddinott P, Britten J, Prescott GJ, Tappin D, Ludbrook A, 

Godden DJ. Effectiveness of policy to provide breastfeeding 
groups (BIG) for pregnant and breastfeeding mothers in primary 
care: cluster randomised controlled trial. BMJ 2009;338:a3026. 

PROCESS EVALUATION: 
• Hoddinott P, Britten J, Pill R. Why do interventions work in 

some places and not others: a breastfeeding support group trial. 
Soc Sci Med 2010;70:769-78  

15 Hopkinson 2010  None identified 1 

RESULTS: 
• Hopkinson JB, Fenlon DR, Okamoto I, et al. The deliverability, 

acceptability, and perceived effect of the Macmillan approach to 
weight loss and eating difficulties: a phase II, cluster-
randomized, exploratory trial of a psychosocial intervention for 
weight- and eating-related distress in people with advanced 
cancer. J Pain Symptom Manage 2010;40:684-95. 
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16 Jahn 2009  None identified 1 

RESULTS: 
• Jahn P, Renz P, Stukenkemper J, et al. Reduction of 

chemotherapy-induced anorexia, nausea, and emesis through a 
structured nursing intervention: a cluster-randomized multicenter 
trial. Support Care Cancer 2009;17:1543-52. 

17 Kennedy 2013  ISRCTN90940049 3 

PROTOCOL: 
• Bower P, Kennedy A, Reeves D, et al. A cluster randomised 

controlled trial of the clinical and cost-effectiveness of a 'whole 
systems' model of self-management support for the management 
of long- term conditions in primary care: trial protocol. 
Implement Sci 2012;7:7. 

RESULTS: 
• Kennedy A, Bower P, Reeves D, et al. Implementation of self 

management support for long term conditions in routine primary 
care settings: cluster randomised controlled trial. BMJ 
2013;346:f2882. 

PROCESS EVALUATION: 
• Kennedy A, Rogers A, Chew-Graham C, et al. Implementation 

of a self-management support approach (WISE) across a health 
system: a process evaluation explaining what did and did not 
work for organisations, clinicians and patients. Implement Sci 
2014;9:129. 

18 Labhardt 2011  NCT00744458 1 

RESULTS: 
• Labhardt ND, Balo JR, Ndam M, Manga E, Stoll B. Improved 

retention rates with low-cost interventions in hypertension and 
diabetes management in a rural African environment of nurse-led 
care: a cluster-randomised trial. Trop Med Int Health 
2011;16:1276-84. 
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19 Law 2011  None identified 1 

RESULTS: 
• Law MC, Darrah J, Pollock N, et al. Focus on function: a cluster, 

randomized controlled trial comparing child- versus context-
focused intervention for young children with cerebral palsy. Dev 
Med Child Neurol 2011;53:621-9. 

20 Leendertse 2013  NTR 2647 2 

PROTOCOL: 
• Leendertse AJ, de Koning FH, Goudswaard AN, et al. 

Preventing hospital admissions by reviewing medication 
(PHARM) in primary care: design of the cluster randomised, 
controlled, multi-centre PHARM-study. BMC Health Serv Res 
2011;11:4. 

RESULTS: 
• Leendertse AJ, de Koning GH, Goudswaard AN, et al. 

Preventing hospital admissions by reviewing medication 
(PHARM) in primary care: an open controlled study in an elderly 
population. J Clin Pharm Ther 2013;38:379-87. 

21 Leonhardt 2008  None identified 1 

RESULTS: 
• Leonhardt C, Keller S, Chenot JF, et al. TTM-based motivational 

counselling does not increase physical activity of low back pain 
patients in a primary care setting--A cluster-randomized 
controlled trial. Patient Educ Couns 2008;70:50-60. 

22 Leontjevas 2013  NTR1477 2 

PROTOCOL: 
• Gerritsen DL, Smalbrugge M, Teerenstra S, et al. Act In case of 

Depression: the evaluation of a care program to improve the 
detection and treatment of depression in nursing homes. Study 
Protocol. BMC Psychiatry 2011;11:91. 

RESULTS: 
• Leontjevas R, Gerritsen DL, Smalbrugge M, Teerenstra S, 

Vernooij-Dassen MJ, Koopmans RT. A structural 
multidisciplinary approach to depression management in 
nursing-home residents: a multicentre, stepped-wedge cluster-
randomised trial. Lancet 2013;381:2255-64. 
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23 Luoto 2011  ISRCTN33885819 2 

PROTOCOL: 
• Luoto RM, Kinnunen TI, Aittasalo M, et al. Prevention of 

gestational diabetes: design of a cluster-randomized controlled 
trial and one-year follow-up. BMC Pregnancy Childbirth 
2010;10:39.  

RESULTS: 
• Luoto R, Kinnunen TI, Aittasalo M, et al. Primary prevention of 

gestational diabetes mellitus and large-for-gestational-age 
newborns by lifestyle counseling: a cluster-randomized 
controlled trial. PLoS Med 2011;8:e1001036. 

24 Magoma 2013  ACTRN12609000268246 1 

RESULTS: 
• Magoma M, Requejo J, Campbell O, Cousens S, Merialdi M, 

Filippi V. The effectiveness of birth plans in increasing use of 
skilled care at delivery and postnatal care in rural Tanzania: a 
cluster randomised trial. Trop Med Int Health 2013;18:435-43. 

25 Metzelthin 2013  ISRCTN31954692 3 

PROTOCOL: 
• Metzelthin SF, van Rossum E, de Witte LP, Hendriks MR, 

Kempen GI. The reduction of disability in community-dwelling 
frail older people: design of a two-arm cluster randomized 
controlled trial. BMC Public Health 2010;10:511. 

RESULTS: 
• Metzelthin SF, van Rossum E, de Witte LP, et al. Effectiveness 

of interdisciplinary primary care approach to reduce disability in 
community dwelling frail older people: cluster randomised 
controlled trial. BMJ 2013;347:f5264. 

PROCESS EVALUATION: 
• Metzelthin SF, Daniels R, van Rossum E, et al. A nurse-led 

interdisciplinary primary care approach to prevent disability 
among community-dwelling frail older people: a large-scale 
process evaluation. Int J Nurs Stud 2013;50:1184-96. 
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26 Meyer 2012  NCT00679861 1 

RESULTS: 
• Meyer C, Ulbricht S, Gross B, et al. Adoption, reach and 

effectiveness of computer-based, practitioner delivered and 
combined smoking interventions in general medical practices: a 
three-arm cluster randomized trial. Drug Alcohol Depend 
2012;121:124-32. 

27 Morrell 2009  ISRCTN92195776 3 

RESULTS: 
• Morrell CJ, Slade P, Warner R, et al. Clinical effectiveness of 

health visitor training in psychologically informed approaches 
for depression in postnatal women: pragmatic cluster randomised 
trial in primary care. BMJ 2009;338:a3045. 

HEALTH TECHNOLOGY ASSESSMENT REPORT: 
• Morrell CJ, Warner R, Slade P, et al. Psychological interventions 

for postnatal depression: cluster randomised trial and economic 
evaluation. The PoNDER trial. Health Technol Assess 
2009;13:iii-iv, xi-xiii, 1-153. 

TRAINING OF HEALTH VISITORS: 
• Morrell CJ, Ricketts T, Tudor K, Williams C, Curran J, Barkham 

M. Training health visitors in cognitive behavioural and person-
centred approaches for depression in postnatal women as part of 
a cluster randomised trial and economic evaluation in primary 
care: the PoNDER trial. Prim Health Care Res Dev 2011;12:11-
20. 

28 Nokela 2010  None identified 1 

RESULTS: 
• Nokela M, Arnlind MH, Ehrs PO, Krakau I, Forslund L, Jonsson 

EW. The influence of structured information and monitoring on 
the outcome of asthma treatment in primary care: a cluster 
randomized study. Respiration 2010;79:388-94. 
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29 Papadakis 2013  NCT00799279 1 

RESULTS: 
• Papadakis S, McDonald PW, Pipe AL, Letherdale ST, Reid RD, 

Brown KS. Effectiveness of telephone-based follow-up support 
delivered in combination with a multi-component smoking 
cessation intervention in family practice: a cluster-randomized 
trial. Prev Med 2013;56:390-7. 

30 Pladevall 2010  ISRCTN35208258 1 

RESULTS: 
• Pladevall M, Brotons C, Gabriel R, et al. Multicenter cluster-
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Supplementary file 4: Characteristics of included trials 

 Categories n 

Condition 

Type 2 diabetes 5 
Asthma 4 

Cardiovascular disease, hypertension, stroke 4 
Maternal/child health (Breastfeeding, gestational 

diabetes mellitus (GDM), postnatal depression) 4 

Cancer 3 
Infection control 3 

Smoking cessation 3 
Dementia 2 

Multiple long term conditions 2 
Low back pain 2 

Other (intimate partner violence, frailty) 2 
Substance use 2 

Pharmacotherapy 2 
Alcohol consumption 1 

Chronic obstructive pulmonary disease 1 
Depression 1 

HIV 1 
Cerebral palsy 1 

Physical activity 1 
Type 1 diabetes 1 

 Categories n 

Healthcare 
professionals 

implementing the 
intervention 

Nurses 12 
Mixed 12 

GPs 10 
Pharmacists 4 

ICU staff 2 
Community teams (mental health, palliative care) 2 

Dieticians 1 
Hospital doctors 1 

Allied health professionals 1 
 Categories n 

Setting 

Primary care  23 
Specialist centres/services 5 

Community pharmacies 4 
Community teams 2 

Hospitals 2 
Intensive care units 2 

Outpatient clinics 2 
Mixed 2 

Other (trauma unit, dispensary, German centre) 2 
Nursing homes 1 
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 Categories n 

Type of intervention 

Lifestyle/Education/Self-management (e.g. 
counselling, motivational interviewing, smoking 

cessation) 22 
Multi-/interdisciplinary case management 6 

Screening and brief intervention 4 
Infection control strategies 3 

Other 2 
Pharmacotherapy (e.g. discontinuation of 

benzodiazepine) 2 
Treatment contracts/incentives (e.g. vaccinations) 2 

Breastfeeding policy 1 
COPD monitoring system with expert 

recommendations 1 
Psychosocial intervention in cancer care 1 

Neurological rehabilitation 1 
 Categories n 

Country 

The Netherlands 7 
Australia 5 

Spain 5 
UK 5 

Germany 3 
USA 3 

Canada 2 
Austria 1 

Belgium 1 
Cameroon 1 

Europe 1 
Finland 1 
France 1 
Ireland 1 

Italy 1 
Japan 1 

Scotland 1 
South Africa 1 

Sweden 1 
Switzerland 1 

Taiwan 1 
Tanzania 1 
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Supplementary file 5: Examples of reporting, and variation across trials for the individual components 
The purpose of this table is to provide examples of the variation in reporting across trials. Quotes provided may relate to a number of items but 

have been provided with the item to which they are most closely related. Trial ID numbers (Supplementary file 3) are also provided. 

Item More detailed reports More typical reports 

Why  The development and evaluation of the training intervention 
have taken place prior to this trial, and details of the 
theoretical background and content have been published 
elsewhere. The planned approach to training combines 
evidence-based approaches to changing professional 
behaviour with approaches to ‘normalise’ those behaviours in 
current practice. #17 

The intervention components were selected based on a 
review of the literature of evidence-based strategies for 
integrating smoking cessation into primary care 
settings. #29 

Who provided The education is delivered by a Diabetes Specialist Nurse, 
Dietitian and Doctor all of whom have undergone training in 
delivery of the DAFNE curriculum. #8 

 
The training sessions were designed by 2 of us (D.M.H. and 
A.M., both family physicians trained in adolescent health; 
A.M. is also a trainer in motivational interviewing). #12 

Before the start of the study, registered dietitians had 
the opportunity to gain experience with the intervention 
protocol under supervision by the project team. #1 

 
 

What materials  Several aids have been developed to facilitate the use of the 
SCPD:  

1. The SCPD screening tool. The questions for the screening 
a caregiver's sense of competence and depressive symptoms 
are printed on a handy plasticized pocket card.  

2. The SCPD manual. The manual consists of the items to be 
discussed during the training sessions (i.e., background 

Materials and resources were made available as hard 
copy, online and on CDs, to provide flexible learning 
opportunities. #39 

 

A training manual was written by the research team and 
provided to all nurses. #41 
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information and methods), and some supporting literature has 
been added.  

3. The starter package and action list. Several forms have 
been developed for the requested data. The starter package 
contains the forms that professionals need to gather these 
data. The action list contains 60 possible intervening and 
supportive actions that professionals might undertake as a 
result of the screening. They are divided into nine categories: 
intake, diagnostics, psychoeducation, psychosocial care, 
medical care, how to hand over care, legal care, case 
management, and crisis management. #38 

Where No examples were identified of more detailed reports on 
location/setting for enabling or support activities. This item 
of the TIDieR checklist prompts authors to describe the 
type(s) of location(s) where the intervention occurred, 
including any necessary infrastructure or relevant features 
 

Training consisted of a distance learning package (6 
hours; reading, audit of patients, four interactive group 
teleconference sessions) and two one-hour interactive 
practice visits delivered by an academic GP. #13 

 

First, the team visited NH units before crossing over to 
the intervention condition, explained the program and 
delivered three tailored packages to psychologists, 
physicians, and nursing staff including unit managers 
and activity therapists. #22 

When  This training was conducted as pre-trial workshops (HS), 
during which pharmacists were instructed about the key 
pamphlet messages to reinforce and were advised about the 
necessity of delivering these messages strictly in accordance 
with the pamphlet content. Pharmacists were encouraged to 
request clarification and feedback in regards to delivery of 
the messages at the time of these workshops and throughout 
the trial if/as required. #36 

All nurses had previously received training in provision 
of HBV vaccinations. #43 

 

Before and during the intervention period the GP and 
the pharmacist are offered support by training, 
education and a web based community of practice with 
a helpdesk on pharmacotherapy. #20 
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The on-site workshop was followed over the next 6 months 
by four trainer-led 30-minute telephone coaching sessions 
during which MI skills were practised and subsequently 
boosted with written feedback via e-mail. Following the 6-
month training period, intervention site SBI providers 
delivered bedside SBI to injured patients. #45 

How Intervention site nursing and social work SBI providers 
learned to deliver MI during a 1-day workshop delivered by 
the study trainer (CD).  The workshop training targeted a 20–
30-minute MI that could be delivered at bedside to injured 
in-patients by the full spectrum of trauma center providers 
(e.g. social work and nursing providers). The workshop 
emphasized MI skill development and the importance of 
spending adequate time conducting interventions by the 
bedside with injured in-patients. The on-site workshop was 
followed over the next 6 months by four trainer-led 30-
minute telephone coaching sessions during which MI skills 
were practised and subsequently boosted with written 
feedback via e-mail. #45 

 

The Healthy Relationships Training programme. Training 
consisted of a distance learning package (6 hours; reading, 
audit of patients, four interactive group teleconference 
sessions) and two one-hour interactive practice visits 
delivered by an academic GP (including one visit with a 
simulated patient who role-played different readiness to 
change scenarios). #13 

Several meetings about the aspects and basic principles 
of the intervention protocol took place (i.e. the 
screening procedure, self-management principles, client 
centeredness, motivational interviewing, 
interdisciplinary collaboration, assessment tools, parts 
of the toolbox and referrals). #1 

 

The professionals were provided with a two-hour 
specific training on how to apply and use the brief 
assessment form regarding asthma-like symptoms and 
ETS exposure. #11 

 

All nurses in all groups participated in a 4-h training 
session on how to establish a treatment contract with 
hypertensive patients or patients with diabetes. #18 
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How much An initial 15 hours of telephone coaching training over two 
days, and further support and training was provided to 
individual nurses after assessment of their progress. #3 

 

The process of becoming a DAFNE centre involves 43 h of 
training for a DAFNE doctor and 105 h of training for each 
of the (at least 2). #8 

All nurses were supported with meetings every third 
month during the intervention. #23 

Tailoring No examples were identified of more detailed reports on 
tailoring of enabling or support activities. This item of the 
TIDieR checklist prompts authors to describe if the 
intervention was planned to be personalised, titrated or 
adapted, then describe what, why, when, and how 
 

Consistent with the person-centred approach to 
education, the training course paid attention to 
developing trust, participation, acceptance, excitement, 
and curiosity, partly by having check in, group and 
process time at the beginning and end of each day, 
which encouraged personal sharing and processing; and 
partly by being flexible about the order of the content of 
the course. #27 

Modifications No examples were identified of more detailed reports on 
modifications to the enabling or support activities during the 
course of the trial. This item of the TIDieR checklist prompts 
authors to describe if the intervention was modified during 
the course of the study, describe the changes (what, why, 
when, and how) 

Ensuring that training was acceptable at step 3 required 
considerable compromise in restricting the length and 
content of training to match the time that practices were 
willing to devote. #17 

Measure of planned 
support activities 

No examples were identified of more detailed reports on 
planned measures of enabling or support activities provided. 
This item of the TIDieR checklist prompts authors to describe 
if adherence or fidelity was assessed, and if so to describe 
how and by whom, and if any strategies were used to 
maintain or improve fidelity 

Evaluations of teaching sessions: facilitators evaluate 
the extent of the planned content of each teaching 
session by completing a standardized evaluation form. 
This ensures the consistency of the program delivery at 
each site. #4 

Actual support 
activities 

No examples were identified of more detailed reports on 
actual enabling or support activities delivered. This item of 

All implementation strategies were provided to almost 
all new staff members except for new caregivers, who 
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the TIDieR checklist prompts authors to describe the extent 
to which the intervention (i.e. the enabling or support 
activities in this case) was delivered as planned 

mostly did not follow a new depression course but were 
supervised by the unit managers. #22 

Competency 
checking 

The readiness of GPs to manage intimate partner abuse is 
assessed before and after the training using PREMIS, a 
validated questionnaire assessing knowledge, attitude and 
behaviours of doctors with regard to intimate partner 
violence. #13 

 

Evaluation of the translation of knowledge and skills into 
practice was built into the course, in the form of a MAWE 
reflective diary (used to facilitate learning, but also as 
research data). / Before recruiting trial participants, nurses 
were required to give the researcher a verbal or written 
example of practicing each component of the intervention. 
They then made a self-assessment of confidence and 
competence to practice MAWE before recruiting into the 
trial. This took a period of time ranging from one to four 
months per nurse. #15 

Participating pharmacists underwent training and 
subsequent assessment of knowledge and skills. 
Pharmacists were required to demonstrate a defined 
standard of competence. #39 

Fidelity of implementation of intervention being tested 

Item More detailed reports More typical reports 

Strategy used to 
monitor fidelity 

Two research nurses in each ICU were centrally trained to do 
hand hygiene observations. 15 observation sessions, of 15–30 
min, were done every month throughout the study at the 
ICUs. / We checked 10% of all electronic case report forms 
against data collected at each ICU, and checked all 
procedures for consistency once during phase 1 and once 
during phase. #7 

Intervention group interviews were recorded randomly 
in order to ensure the quality of the sessions and the 
compliance with techniques learned during the training. 
#4  
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Extent to which the 
intervention was 
delivered as 
planned 

Sixty-nine percent of the dyads were exposed to the 
intervention. They received an average of 3.09 (SD: 2.97) 
counselling sessions, including the assessment procedure. 
Fifty-six percent of these dyads received an average of 19.22 
(SD: 16.65) supportive actions after the screening. / The 
professionals did not systematically screen the caregivers. 
Thirty-one percent of the dyads in the intervention group had 
not received a systematic assessment. However, adjusting for 
the extent to which professionals carried out the intervention 
as planned did not yield different effects on 
institutionalization. #38 

However, the correct use of the checklist was promoted 
and monitored during training. According to these 
reports, most of the patients were screened for 
substance use and exposed to at least 2 of the 5 
elements of the brief intervention. #12 
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