Critical appraisal tables

Research question 1. Planning in advance, including for people who experience fluctuating capacity (review 1):

. 1.1 — What interventions, tools, aids and approaches are effective and cost-effective in supporting advance planning for decision-making for people who
may lack mental capacity in the future?
. 1.2 —What are the views and experiences of people who may lack mental capacity, their families and carers, practitioners and others interested in their

welfare, on the acceptability of interventions, tools, aids and approaches to support planning in advance for decision-making?

Effectiveness data

1. Bravo G, Trottier L, Arcand M et al. (2016) Promoting advance care planning among community-based older adults: A randomized controlled trial.

Patient Education and Counseling 99:

1785-1795

Internal validity — approach and
sample.

Internal validity — performance and
analysis.

External validity.

Validity ratings.

Study aim: To test ‘... whether a
multimodal advance planning inter-
vention (1) motivates community-
based older adults to document their
wishes regarding future healthcare
and (2) guides proxies in making hy-
pothetical health-related decisions
that match those of their relatives.’
(p1786).

Methodology: Quantitative —random-
ised controlled trial.

Description of theoretical ap-
proach? Yes. A multimodal advance
planning intervention — using support
and a guidance booklet to help older
adults clarify and communicate their
preferences.

Was the exposure to the interven-
tion and comparison as intended?
Yes. There is no indication to suggest
otherwise.

Was contamination acceptably
low? Yes. Nobody outside of the in-
tervention group received the booklet
or training visits. As a community
population it is unlikely families from
separate conditions met to discuss
their experiences.

Did either group receive additional
interventions or have services pro-
vided in a different manner? No.
There is no indication that either
group were treated differently.

Were outcomes relevant? Partly.
They were interested in concordance

Does the study’s research ques-
tion match the review question?
Yes. Investigating approaches to im-
prove uptake of advance care plan-
ning among people who may lack ca-
pacity in the future.

Has the study dealt appropriately
with any ethical concerns? Yes.
The authors report that the ‘... Re-
search Ethics Board of the University
Institute of Geriatrics of Sherbrooke
approved the study and all associ-
ated documents. All participants pro-
vided written consent at enrolment.’
(p1786).

Were service users involved in the
design of the study? No.

Overall assessment of internal va-
lidity: +

Overall assessment of external va-
lidity: +
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Internal validity — approach and
sample.

Internal validity — performance and
analysis.

External validity.

Validity ratings.

How was selection bias mini-
mised? Randomised.

Was the allocation method con-
cealed? Not reported.

Were participants blinded? Not
blind. Participants knew what inter-
vention they were receiving and were
aware of the other condition.

Were providers blinded? Blinding
not possible. Providers would have
known which participants were in
each condition as they were provided
different training.

Were investigators, outcome as-
sessors, researchers, etc.,
blinded? Not reported.

Did participants represent the tar-
get group? Yes.

Were all participants accounted for
at study conclusion? Yes. All are
accounted for in the flow diagram.
Some analysis was done looking at
participants that dropped out; this
found that these adults were slightly
older.

between people and their proxies —
an important aspect of the value of an
advance plan, including having it en-
forced later.

Were outcome measures reliable?
Yes. Vignettes were drawn from pre-
vious research, and steps were taken
to prevent order effects.

Were all outcome measurements
complete? Yes.

Were all important outcomes as-
sessed? No. The authors did not re-
port on important outcomes such as
how much clearer or more reassured
the adults felt about their decisions
after the intervention.

Were there similar follow-up times
in exposure and comparison
groups? Yes, participants in each
group followed up immediately after
session 3 and again 6 months later.
Was follow-up time meaningful?
Yes. Immediate follow-up and a rea-
sonable time later for longer-lasting
effects seems appropriate.

Were the analytical methods ap-
propriate? Yes.

Were exposure and comparison
groups similar at baseline? If not,
were these adjusted? Yes. Both
groups were equal on virtually all
characteristics.

Is there a clear focus on the guide-
line topic? Yes. Interventions to pro-
mote advance care planning.

Is the study population the same
as at least one of the groups cov-
ered by the guideline? Partly. Older
adults who may at some point lose
capacity to make decisions.

Is the study setting the same as at
least one of the settings covered
by the guideline? Yes. Community
settings.

Does the study relate to at least
one of the activities covered by the
guideline? Yes.

Are the study outcomes relevant to
the guideline? Yes. Older adult's
ability to express and record their
preferences, and have their wishes
understood and upheld.

Does the study have a UK perspec-
tive? No. The study was conducted
in Canada.
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Internal validity — approach and
sample.

Internal validity — performance and
analysis.

External validity.

Validity ratings.

Was intention to treat (ITT) analy-
sis conducted? No. It seems that
the final analysis only includes those
who completed each phase.

Was the study sufficiently powered
to detect an intervention effect (if
one exists)? Not reported.

Were the estimates of effect size
given or calculable? Partly. Mean
values, standard deviations and p
values are given. A rough computa-
tion may be possible. The null hy-
pothesis was accepted therefore the
authors did not report effect sizes.

Was the precision of intervention
effects given or calculable? Were
they meaningful? Partly. May be cal-
culable from the means and standard
deviations provided.

Do conclusions match findings?
Yes.

2. Elbogen E, Swanson J, Appelbaum P et al. (2007) Competence to complete psychiatric advance directives: effects of facilitated decision making.

Law and Human Behavior 31: 275-289

Internal validity — approach and
sample.

Internal validity — performance and
analysis.

External validity.

Validity ratings.

Study aim: The researchers aimed
to examine the ‘... clinical and neuro-
psychological correlates of perfor-
mance on a measure to assess com-
petence to complete PADs and inves-
tigate the effects of a facilitated

PAD intervention on decisional ca-

pacity.’ (p1).

Was the exposure to the interven-
tion and comparison as intended?
Yes.

Was contamination acceptably
low? Not reported. Contamination
not discussed in detail. It did not ap-
pear that the researchers took many

Does the study’s research ques-
tion match the review question?

Yes. The study compares the effec-
tiveness of two approaches to pro-

mote advance decision-making.

Has the study dealt appropriately
with any ethical concerns? Yes.

Overall assessment of internal va-
lidity: +

Overall assessment of external va-
lidity: ++
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Internal validity — approach and
sample.

Internal validity — performance and
analysis.

External validity.

Validity ratings.

Methodology: Quantitative - ran-
domised controlled trial.

Description of theoretical ap-
proach? Yes.

How was selection bias mini-
mised? Randomised.

Was the allocation method con-
cealed? No. As soon as participants
had been randomised to a condition
they themselves and the researchers
delivering the intervention would have
been aware regarding the support
they were receiving.

Were participants blinded? Blinding
not possible. Immediately after ran-
domisation participants would have
become aware of the group to which
they had been assigned.

Were providers blinded? Blinding
not possible.

Were investigators, outcome as-
sessors, researchers, etc.,
blinded? Not blind. The authors give
no indication that investigators were
unaware of the participant's group
status when conducting follow-up as-
sessments.

Did participants represent the tar-
get group? Yes. Targeted individuals
who experience psychotic symptoms
associated with fluctuating decisional

steps to avoid it, perhaps suggesting
this was meant to be a more natural-
istic study.

Did either group receive additional
interventions or have services pro-
vided in a different manner? No.
There is no indication that this was
the case.

Were outcomes relevant? Yes. The
authors sought to investigate how
best to support competence and ca-
pacity to complete a psychiatric ad-
vance directive, and the measure fo-
cused on this.

Were outcome measures reliable?
Yes. Measures are reported in detail
and include citations, details on what
the instrument measures and how it

was developed.

Were all outcome measurements
complete? Yes. The Decisional
Competence Assessment Tool for
Psychiatric Advance Directives was
the only outcome measure used.

Were all important outcomes as-
sessed? No. The researchers do not
report in detail the impact of the inter-
vention on the number of completed
psychiatric advance directives, which
is disappointing (although a small
amount of detail on this is provided in
the footnotes).

There was an informed consent pro-
cess, and the study was approved by
Duke University Medical Centre re-
view board, as well as the board of
local mental health care institutions.

Were service users involved in the
design of the study? No.

Is there a clear focus on the guide-
line topic? Yes. The study compares
the effectiveness of two approaches

to promote advance decision-making.

Is the study population the same
as at least one of the groups cov-
ered by the guideline? Yes. People
who may experience loss of capacity
due to psychotic episodes.

Is the study setting the same as at
least one of the settings covered
by the guideline? Yes. Mental
healthcare in the community.

Does the study relate to at least
one of the activities covered by the
guideline? Yes. Advance care plan-
ning and approaches to making it
more useful.

Are the study outcomes relevant to
the guideline? Yes. The outcomes
are improved competence to under-
stand what an advance directive is
and to understand why one may be
useful.
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Internal validity — approach and
sample.

Internal validity — performance and
analysis.

External validity.

Validity ratings.

capacity — and who wanted to com-
plete a psychiatric advance directive.
A random sample was taken from the
population. Only patients that were
willing to be contacted were ap-
proached and then asked to give in-
formed consent — 8% of those ran-
domised refused; however, authors
checked and found these were not
significantly different to those that ac-
cepted by gender, ethnicity, or diag-
nosis. It is possible those who re-
fused contact or consent were an im-
portant subgroup, but authors did all
that was ethically reasonable and
checked for outstanding baseline
characteristics, which were found
equal. Those who did not want to
complete a psychiatric advance di-
rective were also excluded as not fall-
ing under the remit of the question;
however, it may have been insightful
to explore this further.

Were all participants accounted for
at study conclusion? No. Reasons
for attrition not reported.

Were there similar follow-up times
in exposure and comparison
groups? Yes.

Was follow-up time meaningful?
Partly. A month is a reasonably ap-
propriate period and achieves a bal-
ance between capturing those who
would want to complete a directive
immediately after receiving the inter-
vention, and those who might wish to
think about it. But there may be differ-
ences between long-term effects, and
the study may have benefitted from
further follow-up points. The authors
do not discuss the choice of follow-up
points in detail.

Were the analytical methods ap-
propriate? Yes. Appropriate steps
were taken to deal with skew in the
data, and the sample sizes were
large enough to make the analyses
sufficiently powered.

Were exposure and comparison
groups similar at baseline? If not,
were these adjusted? Not reported.
There is no indication that the groups
differed at baseline, but this is not re-
ported specifically.

Was intention to treat (ITT) analy-
sis conducted? No. Those who
were assessed at baseline but not at
follow-up were not included in the fi-
nal analysis.

Does the study have a UK perspec-
tive? No. The study was conducted
in the United States.
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Internal validity — approach and
sample.

Internal validity — performance and
analysis.

External validity.

Validity ratings.

Was the study sufficiently powered
to detect an intervention effect (if
one exists)? Yes. The sample sizes
were large enough to detect and
make meaningful findings (n > 170).

Were the estimates of effect size
given or calculable? Yes. Calcula-
ble from the change and significance.

Was the precision of intervention
effects given or calculable? Were
they meaningful? Yes.

Do conclusions match findings?
Yes.

3. Pearlman R, Starks H, Cain K et al. (2005) Improvements in advance care planning in the Veterans Affairs System: results of a multifaceted inter-
vention. Archives of Internal Medicine 165: 667-674

Internal validity — approach and
sample.

Internal validity — performance and
analysis.

External validity.

Validity ratings.

Study aim: To evaluate the effective-
ness of an advance care planning in-

tervention utilising counselling along-

side the 'Your life, your choices' work-
book.

Methodology: Quantitative — ran-
domised controlled trial.

Description of theoretical ap-
proach? Partly. While not going into
depth, the introduction outlines the
basic premise accepted in social sci-
ence — that support, prompting and
accessible guidance in lay language
are better for encouraging advance

Was the exposure to the interven-
tion and comparison as intended?
Yes.

Was contamination acceptably
low? Not reported. The risk of con-
tamination is not made clear, and the
authors do not indicate whether any
steps were taken to prevent it.

Did either group receive additional
interventions or have services pro-
vided in a different manner? No.

Were outcomes relevant? Yes.

Does the study’s research ques-
tion match the review question?
Yes. The study reports on an evalua-
tion of an intervention to improve up-
take of advance care plans.

Has the study dealt appropriately
with any ethical concerns? Yes.
The consent process and procedures
were approved by the Human Sub-
jects Committee of the University of
Washington.

Were service users involved in the
design of the study? No.

Overall assessment of internal va-
lidity: +

Overall assessment of external va-
lidity: +
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Internal validity — approach and
sample.

Internal validity — performance and
analysis.

External validity.

Validity ratings.

care planning, as opposed to individ-
ual initiation and legal documents
perceived to be confusing.

How was selection bias mini-
mised? Randomised.

Was the allocation method con-
cealed? Not reported.

Were participants blinded? Blinding
not possible.

Were providers blinded? Blinding
not possible.

Were investigators, outcome as-
sessors, researchers, etc.,
blinded? Not reported. There is no
indication that investigators were
blinded; however, this would have
been possible.

Did participants represent the tar-
get group? Partly. Half of those they
sought to recruit refused to partici-
pate, suggesting they only had ac-
cess to the more enthusiastic mem-
bers of their target population.

Were all participants accounted for
at study conclusion? Yes.

Were outcome measures reliable?
Partly. In some cases the use of clini-
cal medical records is a reliable
source and agreement on scores is a
reasonably robust method of estab-
lishing and measuring impact; how-
ever, appropriate references, psycho-
metric data and details on the
measures used are not reported.
Some of the measures (e.g. 'whether
conversations have been had') may
have been subject to desirability bias.

Were all outcome measurements
complete? Not reported.

Were all important outcomes as-
sessed? Partly. Other relevant out-
comes discussed in the comments
section but not measured include
'trust' in proxies and in-care provid-
ers, degree that patient is ready to
commit to preferences, and cost in-
formation.

Were there similar follow-up times
in exposure and comparison
groups? Yes. Four months for both.

Was follow-up time meaningful?
Partly. Follow-up was at 4 months,
but no rationale for this point is pro-
vided and a longer period of follow-up
may have been more appropriate.

Were the analytical methods ap-
propriate? Yes. Reasonable descrip-
tion and justification given for all
methods of analysis.

Is there a clear focus on the guide-
line topic? Yes.

Is the study population the same
as at least one of the groups cov-
ered by the guideline? Partly. Par-
ticipants were deemed at risk of lack-
ing capacity to make decisions in fu-
ture. However, they were all veter-
ans, which may not be well repre-
sentative of the population at large.

Is the study setting the same as at
least one of the settings covered
by the guideline? Yes. Community
and residential care settings.

Does the study relate to at least
one of the activities covered by the
guideline? Yes.

Are the study outcomes relevant to
the guideline? Yes. Patient centred
outcomes relating to greater empow-
erment to express their wishes and
better agreement between them and
care staff.

Does the study have a UK perspec-
tive? No. The study was conducted
in the United States.
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Internal validity — approach and
sample.

Internal validity — performance and
analysis.

External validity.

Validity ratings.

Were exposure and comparison
groups similar at baseline? If not,
were these adjusted? Yes. Very
well matched, with a small variation in
mental health as the only notable var-
iation.

Was intention to treat (ITT) analy-
sis conducted? Not reported. It is
not clear whether intention to treat
analysis was conducted but this does
not appear to have been the case as
some numbers are omitted from re-
sults.

Was the study sufficiently powered
to detect an intervention effect (if
one exists)? Yes.

4. Seal M (2007) Patient advocacy and

advance care planning in the acute hospital setting. Australian Journal of

Advanced Nursing 24: 29-36

Internal validity — approach and
sample.

Internal validity — performance and
analysis.

External validity.

Validity ratings.

Study Aim: This study aimed to “...
to explain the role of patient advo-
cacy in the Advance Care Planning
process.’ (p30).

Methodology: Mixed methods — a
prospective quasi-experimental (non-
randomised) controlled trial, comple-
mented with semi-structured focus
groups.

Qualitative component: Focus
groups with ward nurses.

Are the sources of qualitative data

Quantitative component: Pre-post
quasi-experimental survey study.

Are participants recruited in a way
that minimises selection bias?

No. It's not clear why some wards
were chosen to receive the interven-
tion first.

Are measurements appropriate re-
garding the exposure/intervention
and outcomes? Unclear. Very little
detail is provided on the measures
used, how they were developed or
even what they measure.

Does the study’s research ques-
tion match the review question?
Yes. The study evaluates an inter-
vention to support advance planning.

Has the study dealt appropriately
with any ethical concerns? Yes.
Approval was granted by relevant re-
search ethics committees.

Were service users involved in the
study? No.

Is there a clear focus on the guide-

Overall assessment of internal va-
lidity: —

Overall assessment of external va-
lidity: +

Decision-making and mental capacity guideline: critical appraisal tables

8



Internal validity — approach and
sample.

Internal validity — performance and
analysis.

External validity.

Validity ratings.

relevant to address the research
question? Yes. Focus groups were
conducted with nurses caring for peo-
ple who may lose capacity.

Is the process for analysing quali-
tative data relevant to address the
research question? Partly. The re-
searchers report that interviews were
transcribed and coded into themes;
however, very few details are pro-
vided and little critical consideration is
given.

Is appropriate consideration given
to how findings relate to the con-
text, such as the setting, in which
the data were collected? Partly. The
authors state that while they are
aware that their research was only
conducted within a single hospital,
they believe it is typical of the work-
load and issues faced by other hospi-
tals in Australia (and perhaps other
similar countries) due to similar sys-
tems of ethics, policy, funding climate
etc.

Is appropriate consideration given
to how findings relate to research-
ers' influence; for example,
through their interactions with par-
ticipants? No.

In the groups being compared, are
the participants comparable, or do
researchers take into account
(control for) the difference be-
tween these groups? Partly.

Are there complete outcome data
(80% or above), and, when applica-
ble, an acceptable response rate
(60% or above), or an acceptable
follow-up rate for cohort studies
(depending on the duration of fol-
low-up)? No. The response rate for
nurses working in the ward at the
time was around 55%.

Is the mixed-methods research de-
sign relevant to address the quali-
tative and quantitative research
questions (or objectives), or the
qualitative and quantitative as-
pects of the mixed-methods ques-
tion? Yes. Given that this was a
quasi-experimental study, they
sought to address the design prob-
lems by supplementing the quantita-
tive findings with further qualitative in-
sights.

Is the integration of qualitative and
quantitative data (or results) rele-
vant to address the research ques-
tion? Partly.

Is appropriate consideration given
to the limitations associated with
this integration, such as the diver-

line topic? Yes. Advance care plan-
ning for a range of patients.

Is the study population the same
as at least one of the groups cov-
ered by the guideline? Yes. Pa-
tients on wards in hospitals, with a
risk of losing capacity to make treat-
ment decisions.

Is the study setting the same as at
least one of the settings covered
by the guideline? Yes. Inpatient
hospital wards.

Does the study relate to at least
one of the activities covered by the
guideline? Yes.

Are the study outcomes relevant to
the guideline? Yes. Nurses’ percep-
tion of person-centred care and ability
to empower patients. Service out-
comes relating to staff morale.

Are the views and experiences re-
ported relevant to the guideline?
Yes. Views and experiences relating
to patients, person-centred care, and
advance care planning — before and
after intervention.

Does the study have a UK perspec-
tive? No. The study was conducted
in Australia.
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Internal validity — performance and Validity ratings.
analysis.

gence of qualitative and quantita-

tive data (or results)? No. The limi-
tations associated with the study and

its design are not discussed in detail.

Internal validity — approach and External validity.

sample.

Views and experiences data

5. Ashton S, Roe B, Jack B et al. (2014) End of life care: The experiences of advance care planning amongst family caregivers of people with ad-
vanced dementia — a qualitative study. Dementia 15: 958-975

Internal validity — approach and
sample.

Internal validity — performance and
analysis.

External validity.

Validity ratings.

Study aim: The researchers aimed
to ‘... explore the experiences of ACP
amongst family caregivers of people
with dementia.’ (p961).

Methodology: Qualitative — semi-
structured in-depth interviews.

Is a qualitative approach appropri-
ate? Appropriate.

Is the study clear in what it seeks
to do? Clear.

How defensible/rigorous is the re-
search design/methodology? De-
fensible.

How well was the data collection
carried out? Appropriately. Semi-
structured, in-depth interviews.

Is the context clearly described?
Clear.

Was the sampling carried out in an
appropriate way? Appropriate. Pur-
poseful sampling — family caregivers
were identified by the care home
manager as being the next of kin and
proxy decision-makers of people with
advance dementia within the special-
ist dementia unit. An open invitation
was made and whoever responded
was accepted unconditionally to par-
ticipate in the research.

Were the methods reliable? Relia-
ble.

Are the data ‘rich’? Rich. The expe-
rience of advance care planning and
the relevance of advance care plan-

ning for people with advance demen-
tia.

Does the study’s research ques-
tion match the review question?
Yes. Family carers' views and experi-
ences about advance care planning.

Has the study dealt appropriately
with any ethical concerns? Yes.
The study was approved by a na-
tional research ethics service and in-
formed consent was sought from par-
ticipants before the interview stage.
Participants chose locations of inter-
views, and were also informed that
they could withdraw at any time and
were under no compulsion to take
part.

Were service users involved in the
study? No.

Is there a clear focus on the guide-
line topic? Yes. Advance care plan-
ning.

Is the study population the same
as at least one of the groups cov-
ered by the guideline? Yes. Family

Overall assessment of internal va-
lidity: ++

Overall assessment of external va-
lidity: ++
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Internal validity — approach and
sample.

Internal validity — performance and
analysis.

External validity.

Validity ratings.

Is the analysis reliable? Reliable.
Content analysis was used by 1 re-
searcher to identify emerging catego-
ries. A sample was then analysed by
another member of the research
team and an agreement made on the
accuracy of categories.

Are the findings convincing? Con-
vincing.

Are the conclusions adequate? Ad-
equate.

carers.

Is the study setting the same as at
least one of the settings covered
by the guideline? Yes. Care setting
— specialist dementia unit within an
independent nursing home.

Does the study relate to at least
one of the activities covered by the
guideline? Yes. Advance care plan-
ning.

Are the views and experiences re-
ported relevant to the guideline?
Yes.

Does the study have a UK perspec-
tive? Yes.

6. Bisson J, Hampton V, Rosser A et al. (2009) Developing a care pathway for advance decisions and powers of attorney: qualitative study. British

Journal of Psychiatry 194: 55-61

Internal validity — approach and
sample.

Internal validity — performance and
analysis.

External validity.

Validity ratings.

Study aim: To ‘... develop a care
pathway for advance decisions and
powers of attorney using Huntington’s
disease as an exemplar.’ (p55). The
researchers aimed to address a num-
ber of issues specifically: ‘... when
should advance decisions and lasting
power of attorney be discussed; how
should information regarding advance
decisions and lasting power of attor-
ney be delivered and by whom; how
should capacity to execute an ad-
vance decision or lasting power of at-
torney be determined; and can a care

How well was the data collection
carried out? Appropriately. Data col-
lection appears to be systematic and
focus groups and interviews were in-
depth. The methods are well de-
scribed and are appropriate for the
main research objective (gathering
views about advance care planning).

Is the context clearly described?
Unclear. The participants are not well
described, only details regarding di-
agnosis or profession are provided.

Does the study’s research ques-
tion match the review question?
Partly. Only the first part of the study
gathers views and experiences data
using qualitative methods.

Has the study dealt appropriately
with any ethical concerns? No. The
authors do not report on ethical is-
sues or how they addressed these.

Were service users involved in the
study? No.

Overall assessment of internal va-
lidity: +

Overall assessment of external va-
lidity: ++
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Internal validity — approach and
sample.

Internal validity — performance and
analysis.

External validity.

Validity ratings.

pathway that is acceptable to service
users and clinicians be developed.’

(p395).

Methodology: Qualitative. The study
uses qualitative methods to develop a
care pathway for advance decision-
making. Only the first part of the
study is relevant to NCCSC review
question 1.

Is a qualitative approach appropri-
ate? Appropriate. Collecting qualita-
tive data (views of service users, car-
ers, and professionals regarding ad-
vance care planning) in the modelling
phase of the care pathway was ap-
propriate.

Is the study clear in what it seeks
to do? Clear. The modelling section
is clear in its aims.

How defensible/rigorous is the re-
search design/methodology?
Somewhat defensible. The modelling
phase aimed to gain a range of views
about advance care planning and use
these data to develop the care path-
way. The sample ended up being
very small, service users and carers
were interviewed face to face and
practitioners were invited to take part
in focus groups. The authors provide
information about the topic guides
and the data recording and analysis
techniques.

No details regarding gender are pro-
vided, nor is there any information re-
garding working environments. Bias
is not discussed.

Was the sampling carried out in an
appropriate way? Appropriate. Sam-
pling was purposeful and was in-
tended to gather diverse views. How-
ever, the sample is small and it is dif-
ficult to tell where some interviewee’s
contributions are presented in the
text.

Were the methods reliable? Some-
what reliable. The methods are pre-
sented clearly, but the findings do not
seem to illustrate the diversity of
opinion sought by the researchers.

Are the data ‘rich’? Mixed. Some
verbatim quotes are included, but the
findings are not presented clearly in
terms of which interviewees gave
which views. We only have 1 quote
from a practitioner, even though 9
were interviewed.

Is the analysis reliable? Reliable.
The interviews were recorded and
transcribed, grounded theory analysis
was used and themes were checked
for validity using recognised tech-
niques.

Are the findings convincing?
Somewhat convincing. The findings
are not well justified or tied to the in-
terview data. We do not learn the

Is there a clear focus on the guide-
line topic? Yes. Advance decision-
making in relation to individuals with
Huntington's Disease.

Is the study population the same
as at least one of the groups cov-
ered by the guideline? Yes. Those
who may lack mental capacity in the
future as a result of Huntington's dis-
ease.

Is the study setting the same as at
least one of the settings covered
by the guideline? Yes. Community
healthcare settings.

Does the study relate to at least
one of the activities covered by the
guideline? Yes. Support for future
planning.

Are the views and experiences re-
ported relevant to the guideline?
Yes. The views of practitioners, car-
ers and service users’ views about
advance care planning.

Does the study have a UK perspec-
tive? Yes.
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Internal validity — approach and
sample.

Internal validity — performance and
analysis.

External validity.

Validity ratings.

views of each group of practitioners
and there is a greater focus on the
views of service users and carers.

Are the conclusions adequate?
Somewhat adequate. It is difficult to
be confident as the findings are only
briefly presented thematically, when
the interviews appear to have been
relatively lengthy, and some detail
appears to have been lost, particu-

larly that relating to practitioner views.

7. Manthorpe J, Samsi K and Rapaport J (2014) Dementia nurses’ experience of the Mental Capacity Act 2005: a follow-up study. Dementia 13: 131-

143

Internal validity — approach and
sample.

Internal validity — performance and
analysis.

External validity.

Validity ratings.

Study aim: This paper reports on the
second stage of a research project in
which interviews were used to follow-
up with participants from the first
stage. The ‘... overall aim of this part
of the study was to explore partici-
pants’ understanding, over time, their
practice experience of the implemen-
tation of the MCA and their reflections
of change in nursing practice. More
specifically, this related to what chal-
lenges, if any, they faced in everyday
practice and whether any expecta-
tions in relation to the MCA had been
met.’ (p133).

Methodology: Qualitative — inter-
views.

Is a qualitative approach appropri-
ate? Appropriate.

Is the context clearly described?
Unclear. The study does not provide
a great deal of detail in relation to
participants or the context in which
they were working. We know that the
interviews took place over the phone
or in the workplace and there is some
discussion of bias regarding this.

Was the sampling carried out in an
appropriate way? Not clear. The ap-
proach to sampling is not well de-
scribed. It is not clear how many par-
ticipants also took part in the first in-
terviews or how interviewees were
selected.

Were the methods reliable? Some-
what reliable. Only 1 interview was
conducted per person, but findings

Does the study’s research ques-
tion match the review question?
Partly. The study explores the experi-
ences of dementia nurses in relation
to the Mental Capacity Act.

Has the study dealt appropriately
with any ethical concerns? No. Not
reported.

Were service users involved in the
study? No.

Is there a clear focus on the guide-
line topic? Yes. The focus is on de-
mentia nurses’ experiences of the
Mental Capacity Act. These partici-
pants work with those who may lack
mental capacity or lose capacity in
the future. The study also describes
how nurses work with carers.

Overall assessment of internal va-
lidity: +

Overall assessment of external va-
lidity: ++
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Internal validity — approach and
sample.

Internal validity — performance and
analysis.

External validity.

Validity ratings.

Is the study clear in what it seeks
to do? Clear. This study follows on
from another study (Samsi, 2012)
and states that it aims to gather views
and perspectives from dementia
nurses about their views of, and prac-
tices relating to, the Mental Capacity
Act 2005.

How defensible/rigorous is the re-
search design/methodology? De-
fensible. The authors state that they
aimed to explore participants under-
standing over time regarding their
practice and its relationship to the
Mental Capacity Act; however partici-
pants in this study were only inter-
viewed once. Although this study may
be viewed in tandem with its linked
study, it appears that the 2 samples
were not comprised entirely of the
same participants. Despite this, the
authors do provide a rationale for
their overall approach and their sam-
pling methods are well described.

How well was the data collection
carried out? Appropriately. Data col-
lection methods are described in ade-
quate levels of detail. The design of
the semi-structured interviews is dis-
cussed as is the issue of bias. Inter-
viewers were intentionally different
from those used in the linked study.
Data collection appears to have been
systematic.

are discussed in relation to other
studies.

Are the data ‘rich’? Mixed. The dis-
cussion is general and while some
verbatim quotes are provided we do
not learn in detail how many practi-
tioners agreed on certain points.
Overall the results lack detail.

Is the analysis reliable? Reliable.
Interviews were recorded and tran-
scribed. They were analysed by two
researchers and organised into
themes using an iterative process.

Are the findings convincing? Con-
vincing. The findings appear coherent
and themes are clearly presented.
Some extracts from the interviews
are presented.

Are the conclusions adequate? Ad-
equate.

Is the study population the same
as at least one of the groups cov-
ered by the guideline? Yes. People
who may lack mental capacity.

Is the study setting the same as at
least one of the settings covered
by the guideline? Yes. Community
settings.

Does the study relate to at least
one of the activities covered by the
guideline? Yes.

Are the views and experiences re-
ported relevant to the guideline?
Yes.

Does the study have a UK perspec-
tive? Yes.
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8. Poppe M, Burleigh S, Banerjee S (2013) Qualitative evaluation of advanced care planning in early dementia (ACP-ED). PLoS ONE 8: e60412

Internal validity — approach and
sample.

Internal validity — performance and
analysis.

External validity.

Validity ratings.

Study aim: To explore the accepta-
bility of discussing advance care
planning with people with memory
problems and mild dementia shortly
after diagnosis.

Methodology: Qualitative — inter-
views.

Is a qualitative approach appropri-
ate? Appropriate.

Is the study clear in what it seeks
to do? Clear.

How defensible/rigorous is the re-
search design/methodology? De-
fensible.

How well was the data collection
carried out? Appropriately. A re-
searcher with extensive experience in
dementia research conducted inter-
views lasting about 45 minutes, using
open-ended questions.

Is the context clearly described?
Clear.

Was the sampling carried out in an
appropriate way? Somewhat appro-
priate. Patients with mild dementia
and their carers were identified by
memory clinics and invited to partici-
pate. No information on how staff
members were recruited is provided.

Were the methods reliable? Relia-
ble. Open-ended questions in inter-
views lasting around 45 minutes.

Are the data ‘rich’? Rich.

Is the analysis reliable? Reliable.
Interviews were audio-recorded and
transcribed verbatim. Data were com-
pared to identify similarities and dif-
ferences between emerging themes.
Data were collected from 3 different
groups of participants to facilitate
comprehensive understanding of the
topic. Data were independently coded
and disagreements were resolved by
discussion. NVivo 8 software was
used to aid the analysis of the inter-
views.

Does the study’s research ques-
tion match the review question?
Yes.

Has the study dealt appropriately
with any ethical concerns? Yes.
Approved by the South East London
REC 3 Research Ethics Committee.
All participants gave their informed
written consent.

Were service users involved in the
study? Yes. Patients and carers
were involved in the development of
the Advanced Care Planning in Early
Dementia tool used in this study.

Is there a clear focus on the guide-
line topic? Yes. Advance care plan-
ning.

Is the study population the same
as at least one of the groups cov-
ered by the guideline? Yes. Pa-
tients (people with early dementia),
carers and health staff members from
clinics.

Is the study setting the same as at
least one of the settings covered
by the guideline? Yes. Patients'
homes and care settings (memory
clinic and mental health team's place
of work).

Does the study relate to at least
one of the activities covered by the

Overall assessment of internal va-
lidity: +

Overall assessment of external va-
lidity: ++
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Internal validity — approach and
sample.

Internal validity — performance and
analysis.

External validity.

Validity ratings.

Are the findings convincing? Con-
vincing.

Are the conclusions adequate? Ad-
equate.

guideline? Yes. Advance care plan-
ning.

Are the views and experiences re-
ported relevant to the guideline?
Yes.

Does the study have a UK perspec-
tive? Yes.

9. Robinson L, Dickinson C, Bamford C et al. (2013) A qualitative study: professionals' experiences of advance care planning in dementia and pallia-
tive care, 'a good idea in theory but ...’ Palliative Medicine 25: 401-408

Internal validity — approach and
sample.

Internal validity — performance and
analysis.

External validity.

Validity ratings.

Study aim: The authors report that
the ‘... aim of this study was to exam-
ine critically the views and experi-
ences of a wide range of profession-
als, clinical and non-clinical, on ACP
in 2 clinical areas, dementia and palli-
ative care, where professionals may
be more likely to introduce it due to a
future loss of mental capacity and the
presence of a terminal illness.’
(p402).

Methodology: Qualitative — focus
groups and individual interviews.

Is a qualitative approach appropri-
ate? Appropriate.

Is the study clear in what it seeks
to do? Clear. Clear aims and objec-
tives.

How defensible/rigorous is the re-

How well was the data collection
carried out? Appropriately. The re-
search used focus groups and semi-
structured interviews. Focus groups
were facilitated and semi-structured
interviews were informed by a topic
guide.

Is the context clearly described?
Not clear. Participants and contexts
are not that clearly described and de-
tails are only provided regarding the
professionals who took part.

Was the sampling carried out in an
appropriate way? Appropriate.
Study used purposive sampling and a
wide range of professionals taking
part.

Were the methods reliable? Relia-
ble. The study used 2 data collection
methods and both are well described.
The authors note that the interview

Does the study’s research ques-
tion match the review question?
Yes. The study has good relevance
to the review question given its focus
on experiences of advance care plan-
ning.

Has the study dealt appropriately
with any ethical concerns? Yes.

Were service users involved in the
study? No.

Is there a clear focus on the guide-
line topic? Yes.

Is the study population the same
as at least one of the groups cov-
ered by the guideline? Yes. Practi-
tioners working with people with de-
mentia or serious life-limiting condi-
tions.

Is the study setting the same as at

Overall assessment of internal va-
lidity: ++

Overall assessment of external va-
lidity: ++
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Internal validity — approach and
sample.

Internal validity — performance and
analysis.

External validity.

Validity ratings.

search design/methodology? De-
fensible. The research design is well
described and sample justified.

discussion guides were influenced by
findings from a systematic review.

Are the data ‘rich’? Rich. Verbatim
quotes are included, several perspec-
tives are explored and compared and
detail is given to illustrate themes.

Is the analysis reliable? Reliable.
All activities were recorded and tran-
scribed; transcripts were analysed
using Nvivo (by more than 1 re-
searcher).

Are the findings convincing? Con-
vincing.

Are the conclusions adequate? Ad-
equate. Conclusions are clearly ex-
pressed and the themes are pre-
sented in sufficient detail. The au-
thors discuss the limitations of the
study and a diversity of practitioner
opinions are explored.

least one of the settings covered
by the guideline? Yes. Profession-
als from a variety of health and social
care backgrounds, both inpatient and
community.

Does the study relate to at least
one of the activities covered by the
guideline? Yes. Planning in advance
for decision-making.

Are the views and experiences re-
ported relevant to the guideline?
Yes. Practitioner views.

Does the study have a UK perspec-
tive? Yes.

10. Samsi K, Manthorpe J, Rapaport P (2011) 'As people get to know it more': experiences and expectations of the Mental Capacity Act 2005 amongst
local information, advice and advocacy services. Social Policy and Society 10: 41-54

Internal validity — approach and
sample.

Internal validity — performance and
analysis.

External validity.

Validity ratings.

Study aim: The authors report that
they aimed to explore the views and
experiences of local Age Concern
staff regarding their knowledge and
understanding of the Mental Capacity
Act 2005.

Methodology: Qualitative.

How well was the data collection
carried out? Appropriately. The
study used a convenience sample,
and interviews were recorded verba-
tim and transcribed. Methods appear
to align with the research aims. How-
ever, no information regarding the
content of interview scripts is pro-
vided.

Does the study’s research ques-
tion match the review question?
Yes. There is a significant enough fo-
cus on advance planning in this pa-
per, although that is not the sole fo-
cus.

Has the study dealt appropriately
with any ethical concerns? No.

Overall assessment of internal va-
lidity: +

Overall assessment of external va-
lidity: ++
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Internal validity — approach and
sample.

Internal validity — performance and
analysis.

External validity.

Validity ratings.

Is a qualitative approach appropri-
ate? Appropriate.

Is the study clear in what it seeks
to do? Clear. The aims and objec-
tives are clearly described.

How defensible/rigorous is the re-
search design/methodology? De-
fensible. The study describes inter-
views with Age Concern staff which
aimed to explore their experiences
and understanding.

Is the context clearly described?
Unclear. Bias is not considered and
the settings are not clearly described.
The only information provided relates
to recruitment (Age Concern groups
in London). Some information regard-
ing participants (e.g. gender, approxi-
mate age and role) are provided.

Was the sampling carried out in an
appropriate way? Appropriate.

Were the methods reliable? Some-
what reliable. Only 1 method was
used, but the study is discussed in
the context of the Mental Capacity
Act and relevant literature.

Are the data ‘rich’? Rich. Points and
themes are complemented with de-
tailed verbatim quotes.

Is the analysis reliable? Reliable.
Analysis of interview transcripts used
a 5-stage process of analysis.

Are the findings convincing? Con-
vincing.

Are the conclusions adequate? Ad-
equate. Themes appear plausible
and verbatim quotes help to link re-
search to findings.

Were service users involved in the
study? No.

Is there a clear focus on the guide-
line topic? Yes. Clear focus on the
Mental Capacity Act from the per-
spective of advice and information
workers.

Is the study population the same
as at least one of the groups cov-
ered by the guideline? Yes. Practi-
tioners.

Is the study setting the same as at
least one of the settings covered
by the guideline? Yes. Community
settings.

Does the study relate to at least
one of the activities covered by the
guideline? Yes. Support around ad-
vance decision-making, in this case
information and advice services.

Are the views and experiences re-
ported relevant to the guideline?
Yes. Views and experiences of Age
Concern staff.

Does the study have a UK perspec-
tive? Yes.
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11. Sinclair J, Oyebode J, Owens R (2016) Consensus views on advance care planning for dementia: a delphi study. Health and Social Care in the

Community 24: 165-174

Internal validity — approach and
sample.

Internal validity — performance and
analysis.

External validity.

Validity ratings.

Study aim: To investigate consensus
views of how advance care planning
should be explained and carried out
with people with dementia.

Methodology: Survey — delphi meth-
ods using 3 rounds of questionnaire
surveys.

Research design clearly specified
and appropriate? Yes. Delphi
method: ‘... principles of multiple
rounds of consultation, structured
feedback and anonymity at the heart
of its approach to achieving consen-
sus (Hasson et al. 2000).” (p166).

Objectives of the study clearly
stated? Yes. To examine consensus
views of how advance care planning
should be explained and carried out
with people with dementia.

Clear description of context? Un-
clear. Rounds of questionnaires.

Survey population and sample
frame clearly described? Yes. The
authors note that there ... is no offi-
cial sample size calculation for a Del-
phi Study: Previous studies have em-
ployed as few as 5 and up to more
than 60, with little evidence that this
has any effect on validity or reliability
(Powell 2003).” (p166).

Describes what was measured,
how it was measured and the re-
sults? Yes, percentage of agreement
levels among participants.

Measurements valid? Yes. Five
point Likert scales were used to indi-
cate level of agreement (‘strongly dis-
agree’ to ‘strongly agree’).

Measurements reliable? Yes.

Measurements reproducible? Un-
clear.

Basic data adequately described?
Yes.

Results presented clearly, objec-
tively and in enough detail for
readers to make personal judge-
ments? Yes.

Does the study’s research ques-
tion match the review question?
Yes. Advance care planning.

Has the study dealt appropriately
with any ethical concerns? Yes.
Approved by a local Research Ethics
Committee, and management per-
mission was provided by the research
and development departments of 1
primary care trust and 2 foundation
trusts.

Were service users involved in the
study? No.

Is there a clear focus on the guide-
line topic? Yes. To gather consen-
sus views on advance care planning
for dementia.

Is the study population the same
as at least one of the groups cov-
ered by the guideline? Yes. Policy
makers, practitioners, patients with
dementia and family carers.

Is the study setting the same as at
least one of the settings covered
by the guideline? Yes.

Does the study relate to at least
one of the activities covered by the
guideline? Yes, advance care plan-
ning.

Overall assessment of internal va-
lidity: +

Overall assessment of external va-
lidity: +
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Internal validity — approach and
sample.

Internal validity — performance and
analysis.

External validity.

Validity ratings.

Results internally consistent?
Partly.

Clear description of data collection
methods and analysis? Yes, as per
the Delphi method (3 rounds of ques-
tionnaires to gauge agreement/con-
sensus), comments to open ques-
tions ‘synthesised’ by condensing
similar comments into 1 comment. No
interpretation was performed. Trian-
gulation between the first and second
authors was carried out on 20% of
the comments. Likert scale data anal-
ysis was conducted using SPSS.

Methods appropriate for the data?
Yes, as per Delphi method.

Results can be generalised? Un-
clear.

Conclusions justified? Partly.

Are the views and experiences re-
ported relevant to the guideline?
Yes, to investigate consensus views
from experts (representatives of
healthcare professionals, policy mak-
ers, people with dementia and family
carers) about advance care planning.

Does the study have a UK perspec-
tive? Yes.

12. Wilson E, Seymour J, Perkins P (2010) Working with the Mental Capacity Act: findings from specialist palliative and neurological care settings.

Palliative Medicine 24: 396-402

Internal validity — approach and
sample.

Internal validity — performance and
analysis.

External validity.

Validity ratings.

Study aim: The authors aimed to ex-
plore ‘... staff perspectives on, and
experiences of working with, the new
MCA guidelines. The study took
place in 3 palliative and 3 specialised
neurological care centres run by a
national charity and situated across
England.’ (p396).

How well was the data collection
carried out? Appropriately. The
study used face-to-face interviews;
either one on one or joint, individual
telephone interviews and focus
groups.

Is the context clearly described?
Clear. Details regarding the job roles
of participants are provided; however,

Does the study’s research ques-
tion match the review question?
Yes. There is a focus on the Mental
Capacity Act in practice, with a spe-
cific focus on advance care planning
for people with neurological condi-
tions or cancer.

Has the study dealt appropriately
with any ethical concerns? Yes.

Overall assessment of internal va-
lidity: ++

Overall assessment of external va-
lidity: ++
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Internal validity — approach and
sample.

Internal validity — performance and
analysis.

External validity.

Validity ratings.

Methodology: Qualitative — inter-
views and focus groups.

Is a qualitative approach appropri-
ate? Appropriate.

Is the study clear in what it seeks
to do? Clear. Clear description of
aims and objectives.

How defensible/rigorous is the re-
search design/methodology? De-
fensible. The study used semi-struc-
tured interviews and focus groups
with multidisciplinary teams from 6
specialised units, 3 of which were
palliative care and 1 was neurologi-
cal. The sample was of a moderate
size (n = 26).

no details regarding their personal
characteristics are reported. There is
some description of working contexts.
The issue of bias is raised regarding
analysis, and the authors note that a
different researcher coded the paper
to the researcher who had conducted
the interview.

Was the sampling carried out in an
appropriate way? Appropriate. The
purposive sample was sought from 6
specialised units. Twenty-six practi-
tioners from 4 of these units made up
the final sample.

Were the methods reliable? Relia-
ble.

Are the data ‘rich’? Rich. Findings
show good detail and a variety of per-
spectives. The views of practitioners
from different units are compared.

Is the analysis reliable? Reliable.
Interviews were transcribed and
anonymised. A different researcher to
the one that conducted the interview
coded each transcript. Framework
analysis was conducted and the 5
stages approach to analysis was
used.

Are the findings convincing? Con-
vincing. Findings are coherent and
themes are clear with well-referenced
material from the original transcripts
included in the write-up.

Were service users involved in the
study? No.

Is there a clear focus on the guide-
line topic? Yes.

Is the study population the same
as at least one of the groups cov-
ered by the guideline? Yes. Practi-
tioners working with adults who may
lack mental capacity (neurological
conditions or advanced cancer).

Is the study setting the same as at
least one of the settings covered
by the guideline? Yes. Inpatient
health settings, palliative care set-
tings.

Does the study relate to at least
one of the activities covered by the
guideline? Yes. Supporting advance
planning.

Are the views and experiences re-
ported relevant to the guideline?
Yes. The views of practitioners work-
ing in neurological and palliative care
settings.

Does the study have a UK perspec-
tive? Yes.
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Internal validity — approach and

Internal validity — performance and
analysis.

External validity. Validity ratings.

sample.

Are the conclusions adequate? Ad-
equate.
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Research question 1. Planning in advance, including for people who experience fluctuating capacity (review 2):

. 1.1 — What interventions, tools, aids and approaches are effective and cost-effective in supporting advance planning for decision-making for people who
may lack mental capacity in the future?
. 1.2 —What are the views and experiences of people who may lack mental capacity, their families and carers, practitioners and others interested in their

welfare, on the acceptability of interventions, tools, aids and approaches to support planning in advance for decision-making?

Effectiveness data

1. Borschmann R, Barrett B, Hellier JM et al. (2013) Joint crisis plans for people with borderline personality disorder: feasibility and outcomes in a
randomised controlled trial. British Journal of Psychiatry 202: 357-364

Internal validity — approach and
sample.

Internal validity — performance and
analysis.

External validity.

Validity ratings.

Study aim: To ‘... examine the feasi-
bility of recruiting and retaining adults
with borderline personality disorder to
a pilot RCT investigating the potential
efficacy and cost-effectiveness of us-
ing a joint crisis plan.’ (p357).

Methodology: Quantitative — ran-
domised controlled trial.

Description of theoretical ap-
proach? Partly. Some theory is pro-
vided. The study is a randomised
controlled trial, and describes its
methods for recruiting participants, its
criteria for selection, and how ran-
domisation and masking were carried
out (where possible, given the nature
of the research). There is however,
no in-depth discussion of the theories
underpinning the design of the inter-
vention.

How was selection bias mini-
mised? Randomised. The randomi-
sation procedure was ‘...managed
electronically by the Clinical Trials

Was the exposure to the interven-
tion and comparison as intended?
Partly. The exposure to the treat-
ments (i.e. usual treatment and joint
care plan) went as planned. How-
ever, it was not possible to ensure all
members of the control group re-
ceived treatment as usual that was
similar to each other. They were re-
cruited from 5 London boroughs, and
treatment as usual for people with
borderline personality disorder ‘...
varies greatly between CMHTSs, be-
tween clinicians and between individ-
ual service users ...’ (p363). The re-
searchers acknowledge that ‘... par-
ticipants allocated to the treatment as
usual arm received considerable vari-
ation in treatment ..." (p363). It is pos-
sible that some of the treatment as
usual group may have had crisis con-
tingency plans as part of that normal
treatment, which may have been sim-
ilar to joint crisis plans.

Was contamination acceptably
low? Not reported.

Does the study’s research ques-
tion match the review question?
Yes.

Has the study dealt appropriately
with any ethical concerns?

Yes. The authors report that data col-
lection protocols were ‘... approved
by the South London Research Eth-
ics Committee ... and the trial was
registered with the International
Standard Randomised Controlled
Trial registry ... prior to the com-
mencement of data collection. All par-
ticipants provided written informed
consent prior to entering the trial, in-
cluding allowing members of the re-
search team to access their elec-
tronic records. Progress of the trial,
adherence to protocol and participant
safety were overseen by a trial steer-
ing committee ..." (p358).

Were service users involved in the
design of the study? No.

Overall assessment of internal va-
lidity: +

Overall assessment of external va-
lidity: ++
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Internal validity — approach and
sample.

Internal validity — performance and
analysis.

External validity.

Validity ratings.

Unit at the King’s College London In-
stitute of Psychiatry, UK ..."” (p358).
The groups were stratified by alcohol
usage and depression, both of which
have been shown to be predictive of
self-harm.

Was the allocation method con-
cealed? Yes.

Were participants blinded? Blinding
not possible. It would not have been
possible to blind participants who
were receiving a joint care plan and
usual care, and who were continuing
to receive usual care without a joint
crisis plan.

Were providers blinded? Blinding
not possible. It would not have been
possible to blind providers to who
was receiving a joint care plan and
usual care, and who was continuing
to receive usual care without a joint
crisis plan.

Were investigators, outcome as-
sessors, researchers, etc.,
blinded? Blind. The authors report
that all ... follow-up data were col-
lected by a research worker who was
masked to treatment allocation and
all data analyses were conducted by
a statistician who was also masked to
treatment allocation.’ (p358).

Did participants represent the tar-
get group? Yes. All participants met
the criteria for inclusion, i.e. they

Did either group receive additional
interventions or have services pro-
vided in a different manner? No.

Were outcomes relevant? Yes.
Measuring whether people with a re-
cent history of self-harm had self-
harmed again during the follow-up
period, as well as the secondary out-
come measures of people’s wellbeing
and engagement with different ser-
vices all seem to be relevant ways of
assessing and comparing the poten-
tial impact of the joint crisis plans.

Were outcome measures reliable?
Partly. The researchers would have
been able to measure reliably
whether participants had engaged
with the process. However, other
measures were less reliable, particu-
larly where it relied on self-reporting.
Self-reporting on self-harm would rely
on participants being open about self-
harming behaviour, having a common
understanding of what was being
asked in the questionnaire, and hav-
ing an accurate recollection after 6
months about what had happened
and when. Also, only recent acts of
self-harm had their severity meas-
ured medically, and questions about
the intention of self-harm were not
asked.

Were all outcome measurements
complete? Yes.

Is there a clear focus on the guide-
line topic? Yes. The study focused
on advance plans (regarding treat-
ment in a crisis) for people with bor-
derline personality disorder.

Is the study population the same
as at least one of the groups cov-
ered by the guideline? Yes. The
population of the study were adults
with borderline personality disorder.

Is the study setting the same as at
least one of the settings covered
by the guideline? Yes. All partici-
pants were living in the community.

Does the study relate to at least
one of the activities covered by the
guideline? Yes.

Are the study outcomes relevant to
the guideline? Yes. The study
measured whether people with bor-
derline personality disorder could be
engaged in a care planning process,
The primary outcome was self-harm.
Secondary outcomes included de-
pression and anxiety; working alli-
ance between client and practitioner;
satisfaction with services; engage-
ment with services; wellbeing; social
functioning; participants’ experience
of coercion during hospital admission;
health-related quality of life and re-
source use.

Does the study have a UK perspec-
tive? Yes. The study was carried out
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Internal validity — approach and
sample.

Internal validity — performance and
analysis.

External validity.

Validity ratings.

were aged 18 or older, they met the
diagnostic criteria for borderline per-
sonality disorder, they had self-
harmed in the previous 12 months,
and they were under the care of a
Community Mental Health Team.

Were all participants accounted for
at study conclusion? No. At base-
line there were 46 people in the treat-
ment group and 42 in the control
group. Six-month follow-up data was
obtained for 37 people (80.4%) from
the treatment group and 36 (85.7%)
from the control group. Eighty-three
per cent of the total baseline sample
was included in the follow-up.

Were all important outcomes as-
sessed? Yes. Data was presented
for all outcome measures, and the
conclusions presented were drawn
from an assessment of the results.

Were there similar follow-up times
in exposure and comparison

groups? Yes. Both groups were fol-
lowed-up for 6 months from baseline.

Was follow-up time meaningful?
Partly. The researchers speculated
that a greater effect would have be-
come apparent over a longer follow-
up period.

Were the analytical methods ap-
propriate? Yes.

Were exposure and comparison
groups similar at baseline? If not,
were these adjusted? Yes. Both
groups met the inclusion criteria of
being 18 or older, meeting diagnostic
criteria for borderline personality dis-
order, self-harming in the last 12
months, being under the care of a
community mental health team and
being able to give written consent to
participating in the research. In the
randomisation process, both groups
were stratified for alcohol use and de-
pression.

Was intention to treat (ITT) analy-
sis conducted? Yes.

across south London (Lambeth,
Southwark, Lewisham, Croydon and
Greenwich).
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Internal validity — approach and
sample.

Internal validity — performance and
analysis.

External validity.

Validity ratings.

Was the study sufficiently powered
to detect an intervention effect (if
one exists)? Partly. The researchers
report that they increased the target
sample size to ‘... 120 in order to al-
low for attrition and loss of data on
self-harm. This sample would also be
large enough to provide 80% power
to detect a constant hazard ratio be-
tween the groups of 0.29 with propor-
tions of episodes in the 2 groups as
stated above, based on the log-rank
statistic assuming no accrual rate, a
fixed time of follow-up and an esti-
mated 10% rate of drop out ...’
(p359). However, they were only able
to recruit 88 participants.

Were the estimates of effect size
given or calculable? Yes. Effect
sizes are not given. However, means
and standard deviations are provided,
so they would be calculable.

Was the precision of intervention
effects given or calculable? Were
they meaningful? Partly. The re-
searchers only report p values and
confidence intervals for the compari-
son of differences in self-harm and
costs per participant.

Do conclusions match findings?
Yes. The findings and conclusions
are consistent.
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2. Jones L, Harrington J, Barlow CA et al. (2011) Advance care planning in advanced cancer: can it be achieved? An exploratory randomized patient
preference trial of a care planning discussion. Palliative and Supportive Care 9: 3-13

Internal validity — approach and
sample.

Internal validity — performance and
analysis.

External validity.

Validity ratings.

Study aim: The authors’ aimed to
determine ‘... the acceptability and
feasibility of a patient preference
randomized controlled trial of an in-
tervention to facilitate planning for
end-of-life care?’ (p4) and the most
appropriate outcomes to assess the
effectiveness of this intervention.

Methodology: Quantitative — ran-
domised controlled trial.

Description of theoretical ap-
proach? Yes.

How was selection bias mini-
mised? Randomised. The study had
a randomised cohort and a prefer-
ence cohort.

Was the allocation method con-
cealed? Partly. When ‘... a partici-
pant in the randomized cohort had
given informed consent, the re-
searcher passed their contact details
to the care planning mediator who
contacted the central administrator.
The administrator opened the next
envelope in the sequence and in-
formed the mediator of the group al-
location. The mediator contacted
participants to inform them of their
group allocation and arranged the
first ACP discussion for those in the
intervention group. The study statis-
tician and the researchers were
masked to allocation ..." (p6).

Was the exposure to the interven-
tion and comparison as intended?
Yes.

Was contamination acceptably
low? Yes. There is no indication that
contamination occurred.

Did either group receive additional
interventions or have services pro-
vided in a different manner? Not re-
ported.

Were outcomes relevant? Yes.

Were outcome measures reliable?
Partly. Part of the data was collected
using a standardised, reliable meas-
ure of anxiety and depression (Hospi-
tal Anxiety and Depression scale).
However, as the researchers were un-
aware of any published measures of
‘... pragmatic outcomes that were ex-
pected to arise from a discussion-
based rather than document-based
approach to advance care planning...’
(p6) they developed their own visual
analogue scales to reflect their out-
comes of interest such as discussions
about the future, satisfaction, etc.

Were all outcome measurements
complete? Yes.

Were all important outcomes as-
sessed? Yes.

Does the study’s research ques-
tion match the review question?
Yes. The study focuses on the impact
of advance care planning discus-
sions.

Has the study dealt appropriately
with any ethical concerns?

Yes. The study was approved by the
Royal Free Hospital and Medical
School Local Research Ethics Com-
mittee.

Were service users involved in the
design of the study? No.

Is there a clear focus on the guide-
line topic? Yes. The study explores
the impact of advance care planning
discussions for advanced cancer pa-
tients.

Is the study population the same
as at least one of the groups cov-
ered by the guideline? Yes.

Is the study setting the same as at
least one of the settings covered
by the guideline? Yes. Two outpa-
tient clinics and a hospice.

Does the study relate to at least
one of the activities covered by the
guideline? Yes.

Are the study outcomes relevant to

Overall assessment of internal va-
lidity: +

Overall assessment of external va-
lidity: ++
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Internal validity — approach and
sample.

Internal validity — performance and
analysis.

External validity.

Validity ratings.

Were participants blinded? Blind-
ing not possible.

Were providers blinded? Blinding
not possible.

Were investigators, outcome as-
sessors, researchers, etc.,
blinded? Blind. The authors report
that the ‘... study statistician and the
researchers were masked to alloca-
tion. Patients were asked not to re-
veal group allocation at follow-up, at
which data were collected by the re-
searcher ..." (p6).

Did participants represent the tar-
get group? Yes. All participants
were patients with advanced cancer.

Were all participants accounted
for at study conclusion? No. The
authors report that 9 participants “...
were lost to follow up, 3 in the ran-
domized cohort. One participant
moved away from the area, 1 died, 3
became too ill, 1 was unable to be
contacted; 1 stated that they found
the study too ‘morbid’ to continue,
and 2 withdrew for unknown reasons

.. (p11).

Were there similar follow-up times
in exposure and comparison
groups? Yes. Eight weeks follow-up.

Was follow-up time meaningful?
Yes. Although the eight-week follow-
up period was relatively short term this
appears to be a realistic timescale
given that the study recruited patients
with advanced cancer.

Were the analytical methods appro-
priate? Yes. The authors report statis-
tical procedures in detail, noting that
descriptive statistics ‘...of all baseline
measures were generated stratified
(1) by whether patients chose the trial
arm or were randomized and (2) by in-
tervention (usual care or advance care
planning). We used Cronbach’s alpha
to estimate the internal consistency of
VAS scores for each domain (discus-
sion about the future, happiness with
communication, and satisfaction with
healthcare) and subdomain (profes-
sionals vs. family and friends). The
scores from the scales belonging to
each domain were summed and sum-
mary scores were used in the analy-
sis. The distributions of the data were
sufficiently normal for parametric tests
to be used. Analysis of Covariance
(ANCOVA) models of each outcome
measure at follow-up (HADS depres-
sion and anxiety scores, and VAS do-
main and subdomain summary
scores) were fitted with the baseline
score and treatment group as covari-
ates. Further adjustment for possible

the guideline? Yes. The study ex-
plores whether the intervention ena-
bled participants to discuss end-of-life
plans with professionals as well as
family and friends; and whether their
experiences of healthcare were im-
proved.

Does the study have a UK perspec-
tive? Yes. The study was conducted
in London.
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Internal validity — approach and
sample.

Internal validity — performance and
analysis.

External validity.

Validity ratings.

confounding variables was investi-
gated. Analyses were conducted sep-
arately for (1) the randomized cohort,
(2) the preference cohorts, and (3)
both cohorts combined. Analyses
were performed on an intention-to-
treat basis. As this trial was explora-
tory, a formal power calculation was
not required’ (p6-7).

Were exposure and comparison
groups similar at baseline? If not,
were these adjusted? Partly. Alt-
hough the study reports ‘that
Cronbach’s alpha was .0.6 for all vis-
ual analogue domains and subdo-
mains, indicating sufficient internal
consistency for scores to be summed’
(p8). There were some differences be-
tween the 4 groups being considered,
perhaps inevitably given numbers in
each group were quite small for data
analysis purposes. One group (those
who preferred usual treatment) was
smaller in number at 14 than the other
groups, which had 20, 21 and 22 par-
ticipants. Within the randomised co-
hort, the mean time since diagnosis
for the advance care planning group
was 2 years (IQR 1 to 3.5) while for
the usual treatment group it was 4
years (IQR 2 to 8.5). The group who
preferred usual treatment were also
likely to be older (mean 67.71, SD
7.89) compared to the other groups
(mean ages of 61.95, 58.57 and
60.21). Within the preference cohort,
72.2% of those who chose advance
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Internal validity — approach and
sample.

Internal validity — performance and
analysis.

External validity.

Validity ratings.

care planning were in the high socio-
economic group, compared to 25.0 of
those choosing usual treatment, while
only 5.6 of those choosing advance
care planning were in the low socioec-
onomic group, but 33.3% of those
choosing usual care were in this soci-
oeconomic group. Educationally,
57.1% of those choosing advance
care planning had a postgraduate ed-
ucation, compared to 23.1% of those
choosing usual care.

Was intention to treat (ITT) analysis
conducted? Yes.

Was the study sufficiently powered
to detect an intervention effect (if
one exists)? No. The researchers re-
port that it was not necessary to calcu-
late whether the study was adequately
powered, stating that phase Il trials *...
of this exploratory nature are not de-
signed to demonstrate effectiveness,
and numbers are chosen on prag-
matic grounds, usually aiming for a to-
tal of 40 in each of the control and in-
tervention arms ..." (p4).

Were the estimates of effect size
given or calculable? Yes.

Was the precision of intervention
effects given or calculable? Were
they meaningful? Yes. Coefficients,
confidence intervals and p values are
presented for all outcomes.

Decision-making and mental capacity guideline: critical appraisal tables

30



Internal validity — approach and
sample.

Internal validity — performance and
analysis.

External validity.

Validity ratings.

Do conclusions match findings?
Yes.

3. Thornicroft G, Farrelly F, Szmukler G et al. (2013) Clinical outcomes of Joint Crisis Plans to reduce compulsory treatment for people with psycho-
sis: a randomised controlled trial. Lancet 381: 1634—1641

Internal validity — approach and
sample.

Internal validity — performance and
analysis.

External validity.

Validity ratings.

Study aim: The study reports on the
CRIMSON (CRisis plan IMpact: Sub-
jective and Objective coercion and
eNgagement) trial, an ‘... individual
level, randomised controlled trial that
compared the effectiveness of Joint
Crisis Plans with treatment as usual
for people with severe mental iliness.
The joint crisis plan is a negotiated
statement by a patient of treatment
preferences for any future psychiatric
emergency, when he or she might be
unable to express clear views.’
(p1634).

Methodology: Mixed methods — ran-
domised controlled trial, plus qualita-
tive component.

Description of theoretical ap-
proach? Partly. Although this was a
mixed-methods study that included a
randomised controlled trial, the paper
does not report on the theoretical ba-
sis for both parts of the research and
there is no discussion regarding the
chosen methodology or its suitability
to the research objectives.

Quantitative component: Random-
ised controlled trial.

Was the exposure to the interven-
tion and comparison as intended?
Partly. Although fidelity to the inter-
vention was rated as high (average
across the three sites of 86%) and
the joint crisis plans were rated
highly, this was undermined by quali-
tative data indicating that many clini-
cians had conducted the joint crisis
plan meetings in a style that was cli-
nician rather than patient-led. AlImost
half (48%) of the meetings were com-
bined with a usual care meeting,
which made it hard for patients to dif-
ferentiate it from their usual care
planning. Clinicians taking part in the
trial had not changed the clinician-pa-
tient relationship in the way the model
required, e.g. there was no active dis-
cussion of treatment option or sup-
port of patient choice. Patients re-
ported that the plans agreed in the
joint crisis plan were not honoured,
and few care co-ordinators (only
5/28) referred to the joint crisis plan
during the study period.

Was contamination acceptably
low? Yes. There is no indication that
contamination took place.

Does the study’s research ques-
tion match the review question?
Yes. The researchers aimed to exam-
ine the effectiveness of an interven-
tion designed to enable collaborative
plans to be developed for future in-
stances where the person may lack
capacity.

Has the study dealt appropriately
with any ethical concerns? Yes.

Were service users involved in the
study? No.

Is there a clear focus on the guide-
line topic? Yes. The study evaluates
an intervention for people who may
lack capacity in the future due to a re-
lapse in psychosis.

Is the study population the same
as at least one of the groups cov-
ered by the guideline? Yes.

Is the study setting the same as at
least one of the settings covered
by the guideline? Yes. All partici-
pants in the study were living in the
community at baseline, although
some were admitted to psychiatric

Overall assessment of internal va-
lidity: -

Overall assessment of external va-
lidity: ++
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Internal validity — approach and
sample.

Internal validity — performance and
analysis.

External validity.

Validity ratings.

How was selection bias mini-
mised? Randomised. Participants
were stratified by site and then ‘...
randomly allocated ... to intervention
or control group using permuted
blocks of randomly varying block
size, with equal allocation to the 2
groups. The allocation sequence was
generated by the independent clinical
trials unit at the study coordinating
centre’ (p1635).

Was the allocation method con-
cealed? Yes.

Were participants blinded? Blinding
not possible.

Were providers blinded? Blinding
not possible.

Were investigators, outcome as-
sessors, researchers, etc.,
blinded? Part blind. The authors re-
port that the “... research assistants
(who did the follow-up), and trial stat-
isticians were masked to allocation.
Qualitative data were collected by
separate researchers ... who were
not involved in baseline and follow-up
assessments, and occurred after a
participant’s follow-up to ensure re-
search assistants were not un-
masked. Qualitative researchers
were not masked because they spe-
cifically interviewed intervention
group participants only ..." (p1635).

Did either group receive additional
interventions or have services pro-
vided in a different manner? Not re-
ported.

Were outcomes relevant? Yes.

Were outcome measures reliable?
Partly.

Were all outcome measurements
complete? Yes.

Were all important outcomes as-
sessed? Yes.

Were there similar follow-up times
in exposure and comparison
groups? Yes. Both groups were fol-
lowed for around 18 months.

Was follow-up time meaningful?
Yes.

Were the analytical methods ap-
propriate? Yes.

Were exposure and comparison
groups similar at baseline? If not,
were these adjusted? Yes.

Was intention to treat (ITT) analy-
sis conducted? Yes.

Was the study sufficiently powered
to detect an intervention effect (if
one exists)? Yes.

Were the estimates of effect size

hospital during the follow-up period.

Does the study relate to at least
one of the activities covered by the
guideline? Yes.

Are the study outcomes relevant to
the guideline? Yes. The primary out-
come being measured was compul-
sory admissions to psychiatric hospi-
tal, on the hypothesis that patients
who had made a joint crisis plan
would require fewer compulsory ad-
missions. Secondary outcomes
measured were psychiatric admis-
sions (voluntary or compulsory),
length of stay in psychiatric units, pa-
tients’ perception of coercion, pa-
tients’ and clinicians’ perceptions of
the therapeutic relationship, and clini-
cians’ of patients’ engagement.

Does the study have a UK perspec-
tive? Yes. Participants were recruited
from 3 NHS trusts in England (Bir-
mingham and Solihull Mental Health
Foundation Trust; Lancashire Care
NHS Foundation Trust and Manches-
ter Mental Health and Social Care
Trust; and South London and Mauds-
ley NHS Foundation Trust).
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Internal validity — approach and
sample.

Internal validity — performance and
analysis.

External validity.

Validity ratings.

Did participants represent the tar-
get group? Yes.

Were all participants accounted for
at study conclusion? No. The re-
searchers anticipated that 15% of the
sample would be lost to follow-up. At
follow-up, data ‘... for the primary out-
come (admission to hospital under a
compulsory section of the MHA) were
missing (i.e. refused access) for 22 of
the 569 participants (4%). Those with
missing data for the primary outcome
were similar to those with such data,
except that the former had signifi-
cantly worse self-rated therapeutic re-
lationship (WAIC) scores (18.6 vs
15.8, p = 0. 043) and were more
likely to be in the intervention group
(n=18, 6%) than in the control group
(n=4,1%) ... (p1637).

There was a higher level of missing
data for the secondary outcomes and
‘... 20% of participants were missing
perceived coercion score, 24% were
missing engagement with care
scores, and 22% were missing WAIC
and WAIT scores at follow up. Partici-
pants missing secondary outcomes at
follow-up were more likely to come
from the intervention group for all out-
comes: 56% perceived coercion, 60%
service engagement, 64% WAIC, and
63% of those missing WAIT ...’
(p1637).

given or calculable? Yes.

Was the precision of intervention
effects given or calculable? Were
they meaningful? Yes.

Do conclusions match findings?
Partly. The authors conclude that fi-
delity ‘... to the intervention was high,
with an average rating of 86% across
the 3 sites ...” (p1637); however, the
qualitative data suggest that fidelity to
the model was poor.

Qualitative component: Qualitative
interviews and focus groups. These
comprised 12 focus groups and 37 in-
dividual interviews. Of the focus
groups, 5 were with patients only, 5
with care co-ordinators only, and 2
were mixed, with 1 psychiatrist partic-
ipating in 1 of the groups. The individ-
ual interviews were conducted with
16 psychiatrists; 6 care co-ordinators
and 15 patients.

Are the sources of qualitative data
(archives, documents, informants,
observations) relevant to address
the research question? Yes. Focus
groups and individual interviews were
conducted with people whose views
and experiences were relevant to the
research objectives.

Is the process for analysing quali-
tative data relevant to address the
research question? Yes. The au-
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Internal validity — approach and
sample.

Internal validity — performance and
analysis.

External validity.

Validity ratings.

thors report that inductive ‘... the-
matic analysis, including constant
comparison methods were used to
analyse data that specifically related
to explaining the trial out comes. Dis-
confirming evidence was sought
throughout. NVIVO version 9 was
used to help manage the data’
(p1637).

Is appropriate consideration given
to how findings relate to the con-
text, such as the setting, in which
the data were collected? No. The
authors report that ‘... focus groups
and semi-structured interviews with
intervention group participants were
done at each site ..." (p1636), but do
not provide any details about each
site, or discuss how settings may
have influenced findings.

Is appropriate consideration given
to how findings relate to research-
ers’ influence; for example,
through their interactions with par-
ticipants? No. The study does not
consider the possibility of researcher
influence on interviews.

Is the mixed-methods research de-
sign relevant to address the quali-
tative and quantitative research
questions (or objectives), or the
qualitative and quantitative as-
pects of the mixed-methods ques-
tion? Yes. The qualitative data adds
important information to the quantita-
tive data, and provides a different
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Internal validity — approach and
sample.

Internal validity — performance and
analysis.

External validity. Validity ratings.

perspective on the outcomes.

Is the integration of qualitative and
quantitative data (or results) rele-
vant to address the research ques-
tion? Yes.

Is appropriate consideration given
to the limitations associated with
this integration, such as the diver-
gence of qualitative and quantita-
tive data (or results)? Yes. The
qualitative interviews took place after
the quantitative data was collected.
They help to explain why the quanti-
tative data showed no significant dif-
ferences in most respects between
treatment and control groups, as the
advance care planning model was
not being adhered to.
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Views and experiences data

4. Almack K, Cox K, Moghaddam N et al. (2012) After you: conversations between patients and healthcare professionals in planning for end of life

care. BMC Palliative Care 11: 15

Internal validity — approach and
sample.

Internal validity — performance and
analysis.

External validity.

Validity ratings.

Study aim: The study explores with
patients, carers and healthcare pro-
fessionals if, when and how advance
care planning conversations about
patients’ preferences for place of care
(and death) were facilitated and doc-
umented.

Methodology: Qualitative — explora-
tory case study design using retro-
spective audit and qualitative inter-
views.

Is a qualitative approach appropri-
ate? Appropriate. The study was ex-
ploratory and pragmatic in nature with
a focus on interactions between
healthcare professionals, patients
and their families.

Is the study clear in what it seeks
to do? Clear. Study objectives and
methodology are described.

How defensible/rigorous is the re-
search design/methodology? De-
fensible. The researchers outline their
rationale for their approach to sam-
pling and describe their data collec-
tion and data analysis methods
clearly.

How well was the data collection

Is the context clearly described?
Not clear. Some of the characteristics
of participants and settings are re-
ported (e.g. age, gender, diagnosis
and family circumstances; type and
area of study sites); however, these
are not exhaustive.

Was the sampling carried out in an
appropriate way? Appropriate. Pro-
fessionals from each service were
asked to identify individuals on their
palliative care register ‘... using the
surprise question (would | be sur-
prised if this patient died in the next

year?) (p2).

Were the methods reliable? Some-
what reliable. The data were col-
lected by asking patients, relatives
and healthcare professionals about
their experiences of discussions be-
tween the same groups. Similar
themes were explored in the follow-
up interviews with an emphasis on
exploring what may have changed or
stayed the same and why, in terms of
patient preferences. Towards the end
of the study, healthcare professionals
who had been involved were invited
to take part in a follow-up interview to
reflect and comment on the individual
clinical cases they had referred.
These follow-up interviews provided

Does the study’s research ques-
tion match the review question?
Yes. The study explores the factors
influencing if, when and how advance
care planning takes place between
healthcare professionals, patients
and family members from the per-
spectives of all parties involved and
how such preferences are discussed
and are recorded.

Has the study dealt appropriately
with any ethical concerns? Yes.
Ethical approval was obtained from
the local research ethics committee
and approval was also sought from
relevant NHS trusts.

Were service users involved in the
study? Yes. Service users were in-
volved in the selection of participants
and an advisory group were involved
in the selection of services.

Is there a clear focus on the guide-
line topic? Yes.

Is the study population the same
as at least one of the groups cov-
ered by the guideline? Yes. Pa-
tients receiving palliative care ser-
vices, nominated relatives and
healthcare professionals.

Overall assessment of internal va-
lidity: ++

Overall assessment of external va-
lidity: ++
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Internal validity — approach and
sample.

Internal validity — performance and
analysis.

External validity.

Validity ratings.

carried out? Appropriately. Re-
searchers clearly described the data
collection methods.

further details regarding the process
by which discussions about preferred
place of care were initiated.

Are the data ‘rich’? Rich.

Is the analysis reliable? Reliable.
All interviews were digitally recorded
and fully transcribed. Detailed analy-
sis of the interview material was un-
dertaken using a constant compara-
tive technique. The research team ini-
tially read through a selection of inter-
views separately to identify emerging
themes and then compared notes.
This thematic analysis continued
through regular research team meet-
ings, readings and discussion of fur-
ther interview transcripts. This re-
sulted in a coding framework that was
applied to a selection of transcripts.

Are the findings convincing? Con-
vincing.

Are the conclusions adequate? Ad-
equate.

Is the study setting the same as at
least one of the settings covered
by the guideline? Yes. Palliative
care services.

Does the study relate to at least
one of the activities covered by the
guideline? Yes. The study explores
the perspectives of patients, relatives
and health professionals in relation to
advance care planning.

Are the views and experiences re-
ported relevant to the guideline?
Yes.

Does the study have a UK perspec-
tive? Yes.

5. Barnes K, Jones L, Tookman A et al. (2007) Acceptability of an advance care planning interview schedule: a focus group study. Palliative Medicine

21: 23-28

Internal validity — approach and
sample.

Internal validity — performance and
analysis.

External validity.

Validity ratings.

Study aim: The authors report that
the ‘... aims of this phase | qualitative
focus group study were (1) to explore
the acceptability of an interview
schedule, designed to encourage
conversations regarding future care;

Is the context clearly described?
Clear. The characteristics of the par-
ticipants and settings are clearly de-
scribed. In addition, to achieve a
wider perspective on issues relating

Does the study’s research ques-
tion match the review question?
Yes.

Overall assessment of internal va-
lidity: ++

Overall assessment of external va-
lidity: ++

Decision-making and mental capacity guideline: critical appraisal tables

37



Internal validity — approach and
sample.

Internal validity — performance and
analysis.

External validity.

Validity ratings.

and (2) to explore the suitability of
such discussions and inquire about
their possible timing, nature and im-
pact.” (p23).

Methodology: Qualitative — focus
groups.

Is a qualitative approach appropri-
ate? Appropriate. Focus groups pro-
vide an environment where the sensi-
tive issue of end of life care can be
discussed and shared in a wider fo-
rum, therefore allowing any individual
study participant not to have to con-
sider the topic in the context of their
own experiences alone. Eight focus
groups were held, each lasting for ap-
proximately 1 hour.

Is the study clear in what it seeks
to do? Clear. The study aimed to ad-
dress the gap in research regarding
patients’ views of advance care plan-
ning; to help health professionals
work with patients to plan end of life
care in advance of the introduction of
the Mental Capacity Act 2005.

How defensible/rigorous is the re-
search design/methodology? De-
fensible. The authors explain why a
focus group format is best suited to
this topic. In particular, it allows for
study participants to reflect and ex-
press their views on a sensitive topic
at a general level and without the
spotlight being on their own particular
circumstances.

to advance care planning, the re-
searchers explored the views of pa-
tients at different stages of disease
and also included the views of their
families or other persons close to
them.

Was the sampling carried out in an
appropriate way? Appropriate. Pur-
posive sampling was used to achieve
a sample of 22 palliative care and on-
cology patients, relatives and user
group members. The sample con-
sisted mostly of oncology patients in
remission with patients at various
stages of disease. The authors note
that the sample was not ethnically di-
verse (all participants were white).

Were the methods reliable? Relia-
ble.

Are the data ‘rich’? Rich. Detailed
contextualised narratives are pro-
vided.

Is the analysis reliable? Reliable.
Audio recordings were transcribed
verbatim, and supplemented with
field notes that recorded non-verbal
behaviours providing further detail.
Transcripts were analysed using the-
matic content analysis. A researcher
studied the transcripts in detail draw-
ing out the key points and categoris-
ing these under headings or emerg-
ing themes. Another researcher re-
viewed a 20% sample of the tran-

Has the study dealt appropriately
with any ethical concerns? Yes.
Ethical approval for this study was
granted from the Royal Free Hospital
Local Research Ethics Committee.

Were service users involved in the
study? No. Only as research partici-
pants.

Is there a clear focus on the guide-
line topic? Yes.

Is the study population the same
as at least one of the groups cov-
ered by the guideline? Yes. Pallia-
tive care and oncology patients, rela-
tives and service user group mem-
bers.

Is the study setting the same as at
least one of the settings covered
by the guideline? Yes. Study con-
ducted in an outpatient clinic.

Does the study relate to at least
one of the activities covered by the
guideline? Yes.

Are the views and experiences re-
ported relevant to the guideline?
Yes. Views reported are those of pal-
liative care and oncology patients,
relatives and service user group
members.
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Internal validity — approach and
sample.

Internal validity — performance and
analysis.

External validity.

Validity ratings.

How well was the data collection
carried out? Appropriately. Clini-
cians introduced the study to oncol-
ogy patients at an outpatient clinic.
Nursing team members introduced
the study to patients and relatives at
a local hospice, and the chairperson
of oncology user groups introduced
the study to user group members.
Following this, the researcher pro-
vided information, while seeking in-
formed consent from interested pa-
tients. After reflecting on the advance
care planning interview schedule for
a week, participants attended a focus
group, which was audio-recorded.
There were up to 4 participants per
group to facilitate in-depth and frank
discussion of sensitive topics. The
groups were facilitated by a research
physician in palliative care and fol-
lowed a topic guide. A research nurse
captured the discussions in written
format.

scripts. Discrepancies in interpreta-
tion were resolved and the key points
made by each participant were col-
lated in 1 document, categorised un-
der emerging headings and themes,
and then summarised. During the
process of analysis, both researchers
read and reread the transcripts to en-
sure that emerging themes could be
linked back to the original data. New
themes were identified through this
process, and some points re-catego-
rised as necessary.

Are the findings convincing? Con-
vincing. Clear and coherent reporting
of findings.

Are the conclusions adequate? Ad-
equate. The study concludes that
some patients with cancer welcome
discussions about advance care plan-
ning. However, as the study was
based on a small sample, findings
cannot be generalised broadly. The
authors note that some of the issues
highlighted, such as the process and
timing of advance care planning,
should be explored further in a larger
study. They also suggest further
study into the cultural and ethnic dif-
ferences that could have an impact
on attitudes towards end of life care.

Does the study have a UK perspec-
tive? Yes.
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6. Barnes KA, Barlow CA, Harrington J et al. (2011) Advance care planning discussions in advanced cancer: analysis of dialogues between patients
and care planning mediators. Palliative and Supportive Care 9: 73-79

Internal validity — approach and
sample.

Internal validity — performance and
analysis.

External validity.

Validity ratings.

Study aim: To explore the views of
people with recurrent progressive
cancer about advance care planning
as an aid to consider, discuss and
plan their future care with health pro-
fessionals.

Methodology: Qualitative — discus-
sion sessions with mediators.

Is a qualitative approach appropri-
ate? Appropriate.

Is the study clear in what it seeks
to do? Clear. Advance care planning
discussions.

How defensible/rigorous is the re-
search design/methodology? De-
fensible.

How well was the data collection
carried out? Appropriately. Advance
care planning discussions with pro-
fessionally trained mediators.

Is the context clearly described?
Clear. Participants were seen alone
for the first discussion but were in-
vited to bring persons close to them
to subsequent meetings if they
wished.

Was the sampling carried out in an
appropriate way? Somewhat appro-
priate. Participants were randomly
selected to advance care planning
discussion intervention in the context
of an exploratory patient preference
randomised controlled trial.

Were the methods reliable? Some-
what reliable.

Are the data ‘rich’? Rich.

Is the analysis reliable? Reliable.
Transcripts were analysed using the-
matic content analysis to explore the
content and context of discussions.
All sessions were audio-recorded and
transcribed verbatim.

Are the findings convincing? Con-
vincing.

Are the conclusions adequate? Ad-
equate.

Does the study’s research ques-
tion match the review question?
Yes. To explore views of people with
recurrent progressive cancer about
advance care planning as an aid to
consider, discuss and plan their fu-
ture care with health professionals.

Has the study dealt appropriately
with any ethical concerns? Yes.
Ethical approval granted by Royal
Free Hospital and Medical School
Research Ethics Committee, with in-
formed consent from participants.

Were service users involved in the
study? No.

Is there a clear focus on the guide-
line topic? Yes. Advance care plan-
ning discussions.

Is the study population the same
as at least one of the groups cov-
ered by the guideline? Yes.

Is the study setting the same as at
least one of the settings covered
by the guideline? Yes.

Does the study relate to at least
one of the activities covered by the
guideline? Yes. Advance care plan-
ning discussions.

Are the views and experiences re-
ported relevant to the guideline?

Overall assessment of internal va-
lidity: +

Overall assessment of external va-
lidity: ++
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Internal validity — approach and
sample.

Internal validity — performance and
analysis.

External validity.

Validity ratings.

Yes.

Does the study have a UK perspec-
tive? Yes. The study was conducted
in London.

7. Bond CJ and Lowton K (2011) Geriatricians’ views of advance decisions and their use in clinical care in England: qualitative study. Age and Ageing

40: 450-456

Internal validity — approach and
sample.

Internal validity — performance and
analysis.

External validity.

Validity ratings.

Study aim: The authors aimed to ‘...
to elicit geriatricians’ views on ad-
vance decisions and their use in deci-
sion-making in England.’ (p450).

Methodology: Qualitative — semi-
structured interviews.

Is a qualitative approach appropri-
ate? Appropriate. The study’s pur-
pose was to explore the views of geri-
atricians’ — a qualitative approach is
appropriate for this.

Is the study clear in what it seeks
to do? Clear. Aims and objectives
clearly stated.

How defensible/rigorous is the re-
search design/methodology?
Somewhat defensible. The sample
was very small and it should be noted
that the study used hypothetical sce-
narios to prompt responses about re-
sponding to Advance Decisions to
Refuse Treatment.

How well was the data collection

Is the context clearly described?
Clear. The characteristics of the par-
ticipants are well described; infor-
mation on their job roles, length of
time in post, age and gender are pro-
vided. The authors do not provide de-
tails about the contexts they work in,
but all participants have experience
of using advance care planning docu-
ments.

Was the sampling carried out in an
appropriate way? Appropriate. Sam-
ple was purposive, which is appropri-
ate for this type of study.

Were the methods reliable? Some-
what reliable. The sample was very
small, and interviews were only con-
ducted once; it is unclear if more than
1 researcher conducted the analysis,
and the issue of bias is not dis-
cussed.

Are the data ‘rich’? Mixed. The
study presents some rich data and
verbatim quotes. These fit well with
the themes and strengthen findings.

Does the study’s research ques-
tion match the review question?
Partly.

Has the study dealt appropriately
with any ethical concerns? Yes.
Ethical approval granted by Univer-
sity College London Hospital Ethics
Committee. All participants gave writ-
ten informed consent.

Were service users involved in the
study? No.

Is there a clear focus on the guide-
line topic? Yes. The study focuses
on advance planning and clinical de-
cision-making.

Is the study population the same
as at least one of the groups cov-
ered by the guideline? Yes. Geria-
tricians.

Is the study setting the same as at
least one of the settings covered
by the guideline? Yes. Various clini-

Overall assessment of internal va-
lidity: +

Overall assessment of external va-
lidity: ++
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Internal validity — approach and
sample.

Internal validity — performance and
analysis.

External validity.

Validity ratings.

carried out? Appropriately. Inter-
views typically lasted 40 minutes and
were audio-recorded and transcribed
verbatim.

Is the analysis reliable? Somewhat
reliable. The analysis is described rel-
atively clearly (grounded theory ap-
proach). Interviews were transcribed
and recorded and analysed using
grounded theory. However, it is not
clear if more than 1 researcher ana-
lysed transcripts or if bias was an is-
sue.

Are the findings convincing? Con-
vincing. The themes are supported by
detailed quotes and the findings are
discussed in depth.

Are the conclusions adequate? Ad-
equate. The study describes findings
in relation to the interview material
and study characteristics well.
Themes appear appropriate.

cal settings. Not clear whether inpa-
tient or community.

Does the study relate to at least
one of the activities covered by the
guideline? Yes. Advance planning.

Are the views and experiences re-
ported relevant to the guideline?
Yes. Practitioner views — geriatri-
cians.

Does the study have a UK perspec-
tive? Yes. The study sample was
comprised of geriatricians working in
the London area.

8. Boot M and Wilson C (2014) Clinical nurse specialists’ perspectives on advance care planning conversations: a qualitative study. International

Journal of Palliative Nursing 20: 9-14

Internal validity — approach and
sample.

Internal validity — performance and
analysis.

External validity.

Validity ratings.

Study aim: The aim of the study was
to identify the challenges experienced
by clinical nurse specialists when fa-
cilitating advance care planning con-
versations with terminally ill patients.
This paper focuses on the factors that
influence clinical nurse specialists
when they are deciding whether to
open an advance care planning dis-
cussion.

Methodology: Qualitative — semi-

Is the context clearly described?
Unclear. The characteristics of the
participants and settings are not
clearly defined.

Was the sampling carried out in an
appropriate way? Somewhat appro-
priate. Geographically separate
teams were selected so that cultural
influences regarding advance care
planning might emerge from the find-
ings.

Does the study’s research ques-
tion match the review question?
Yes. The aim of the study was to
identify the challenges experienced
by clinical nurse specialists when fa-
cilitating advance care planning con-
versations with terminally ill patients,
and the review is about advance care
planning.

Has the study dealt appropriately
with any ethical concerns? Yes.

Overall assessment of internal va-
lidity: ++

Overall assessment of external va-
lidity: ++
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Internal validity — approach and
sample.

Internal validity — performance and
analysis.

External validity.

Validity ratings.

structured interviews.

Is a qualitative approach appropri-
ate? Somewhat appropriate. The
study could have been strengthened
by the use of a mixed-method design.

Is the study clear in what it seeks
to do? Clear.

How defensible/rigorous is the re-
search design/methodology?
Somewhat defensible. Qualitative
methods were used to explore and
understand nurses’ experiences and
perspectives.

How well was the data collection
carried out? Appropriately. The data
was gathered from individual semi-
structured interviews. These were au-
dio-recorded and transcribed verba-
tim.

Were the methods reliable? Relia-
ble.

Are the data ‘rich’? Mixed. Data in-
cludes verbatim quotes from partici-
pants.

Is the analysis reliable? Reliable.
The coded transcripts were dis-
cussed with a second experienced
researcher for verification.

Are the findings convincing? Con-
vincing.

Are the conclusions adequate? Ad-
equate.

Ethical approval was granted by the
Hertfordshire Integrated Research
Application System Ethics Commit-
tee, the North Central London Re-
search Consortium, and the Univer-
sity of Bedfordshire.

Were service users involved in the
study? Yes. All of the participants
were offered the opportunity to review
the transcripts of their interview.

Is there a clear focus on the guide-
line topic? Yes. The aim of the study
was to identify the challenges experi-
enced by clinical nurse specialists
when facilitating advance care plan-
ning conversations with terminally ill
patients.

Is the study population the same
as at least one of the groups cov-
ered by the guideline? Yes. Clinical
nurse specialists involved in advance
care planning.

Is the study setting the same as at
least one of the settings covered
by the guideline? Yes. Palliative
care community settings.

Does the study relate to at least
one of the activities covered by the
guideline? Yes. The aim of the study
was to identify the challenges experi-
enced by clinical nurse specialists
when facilitating advance care plan-
ning conversations with terminally ill
patients.
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Internal validity — approach and
sample.

Internal validity — performance and
analysis.

External validity.

Validity ratings.

Are the views and experiences re-
ported relevant to the guideline?
Yes.

Does the study have a UK perspec-
tive? Yes.

9. Brazil K, Carter G, Galway K et al. (2015) General practitioners perceptions on advance care planning for patients living with dementia. BMC Pallia-

tive Care 14: 14

Internal validity — approach and
sample.

Internal validity — performance and
analysis.

External validity.

Validity ratings.

Study aim: To describe the attitudes
and practice preferences of general
practitioners working within the Na-
tional Health System regarding com-
munication and decision-making for
patients with dementia and their fami-
lies.

Methodology: Survey — cross sec-
tional survey using a purposive clus-
ter sample.

Research design clearly specified

and appropriate? Yes. The design,

sampling and survey instruments are
clearly described and appropriate to

the research question.

Objectives of the study clearly
stated? Partly. There is no specific
section on study objectives. The au-
thors simply state that the “... pur-
pose of this study was to describe the
attitudes and practice preferences of
GPs working within the UK’s National

Describes what was measured,
how it was measured and the re-
sults? Yes.

Measurements valid? Partly. Valid-
ity is neither tested nor reported (ex-
cept to the extent that the construc-
tion of the sampling frame and re-
sponse rates reflect the generalisabil-
ity) Content validity appears to be
good judging by the research ques-
tion compared with the items in the
survey instrument.

Measurements reliable? Partly. The
researchers did not formally calculate
the reliability of the instrument. How-
ever the instrument was based on
recommendations made by the Euro-
pean Association for Palliative Care
regarding the palliative care of people
with dementia.

Measurements reproducible? Yes.
The instrument is available in an ad-
ditional file with the published paper.

Does the study’s research ques-
tion match the review question?
Partly. The question covers commu-
nication as well as decision-making
and is not therefore entirely aligned
with the review question.

Has the study dealt appropriately
with any ethical concerns? Yes.
The study was approved by the re-
search ethics committee at the
School of Nursing and Midwifery,
Queen’s University Belfast.

Were service users involved in the
study? No.

Is there a clear focus on the guide-
line topic? Yes.

Is the study population the same
as at least one of the groups cov-
ered by the guideline? Yes. People
with care and support needs and who
may lack capacity in the future.

Overall assessment of internal va-
lidity: +

Overall assessment of external va-
lidity: ++
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Internal validity — approach and
sample.

Internal validity — performance and
analysis.

External validity.

Validity ratings.

Health System (NHS) regarding com-
munication and decision-making for
patients with dementia and their fami-
lies.” (p2).

Clear description of context? Yes.
The context is clearly described, in-
cluding that the Mental Capacity Act
does not apply in Northern Ireland,
although a regulatory framework
does exist there with the aim of pro-
tecting ‘... the interests of those who
do not have decisional capacity to
manage their affairs and personal
care ...’ (p2). The study is conducted
within the context of the National
Health Service.

References made to original work
if existing tool used? Partly. The in-
strument was designed by the re-
searchers specifically for use in this
study. However, it was based on rec-
ommendations made by the Euro-
pean Association for Palliative Care
on palliative care for people with de-
mentia. The instrument was then
tested on a sample of palliative care
physicians and general practitioners.

Reliability and validity of new tool
reported? No. The instrument was
tested before the main survey but
there is no discussion about its relia-
bility or validity.

Survey population and sample
frame clearly described? Yes. De-
scribed in sufficient detail.

Basic data adequately described?
Yes. Including demographic charac-
teristics with means and standard de-
viation as well as frequencies for the
question responses.

Results presented clearly, objec-
tively and in enough detail for
readers to make personal judge-
ments? Partly. Clearly presented in
tabular form, with the exception of re-
sponses regarding barriers to the pro-
vision of palliative care, which are not
easily discernible.

Results internally consistent?
Partly. Judging by the number of re-
sponses for the individual questions —
and for the participants’ characteris-
tics — it appears that not all parts of
the questionnaire were completed by
all respondents.

Data suitable for analysis? Yes.

Clear description of data collection
methods and analysis? Yes. Data
collection methods clearly described.
Data were inputted and managed us-
ing SPSS.

Methods appropriate for the data?
Yes.

Statistics correctly performed and
interpreted? Yes. Analysis was
basic but correctly performed.

Is the study setting the same as at
least one of the settings covered
by the guideline? Yes.

Does the study relate to at least
one of the activities covered by the
guideline? Yes. Advance care plan-
ning.

Does the study have a UK perspec-
tive? Yes. The study was conducted
in Northern Ireland.
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Internal validity — approach and
sample.

Internal validity — performance and
analysis.

External validity.

Validity ratings.

Representativeness of sample is
described? Yes. The purposive sam-
pling is clearly described.

Subject of study represents full
spectrum of population of inter-
est? Partly. Represents practitioners
supporting people in advance care
planning, but not people with pallia-
tive care needs themselves and not
families/carers.

Study large enough to achieve its
objectives, sample size estimates
performed? No. Sample size esti-
mates were not performed.

All subjects accounted for? Yes. A
total of 138 responses were received,
of these 133 provided completed sur-
veys, of the remaining 5 responses, 4
respondents indicated that they were
too busy to complete the survey and
1 respondent submitted their com-
pleted survey after data analysis, giv-
ing a response rate of 40.6%
(138/340), representing 60.9%
(106/174) of the surveyed practices.

Measures for contacting non-re-
sponders? No.

Response rate: Separate response
rate before and after contact is not re-
ported. Response rate = 40.6%
(138/340) of surveyed general practi-
tioners and 60.9% (106/174) of the
surveyed practices.

Response rate calculation pro-
vided? Yes.

Methods for handling missing data
described? No. None are described,
for instance, there's no comparison
between respondents and non-re-
spondents (either overall or for indi-
vidual items). Also no methods using
statistical software are reported.

Difference between non-respond-
ents and respondents described?
No.

Results discussed in relation to
existing knowledge on subject and
study objectives? Partly. To the ex-
tent that the authors highlight that this
is a unique study — they state that
there has been no other such a sur-
vey undertaken on this topic within
the United Kingdom. The discussion
does also refer to existing evidence
about the effectiveness of educa-
tional materials to support families
and carers.

Limitations of the study stated?
Partly. They are stated, particularly in
terms of the generalisability of find-
ings — limited to Northern Ireland and
a sampling frame, which only in-
cluded general practitioners with fa-
miliarity with people living with de-
mentia. However, the authors do not
refer to testing of the survey.

Results can be generalised? Partly.
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Internal validity — approach and
sample.

Internal validity — performance and
analysis.

External validity.

Validity ratings.

Within Northern Ireland and among
general practitioners who have famili-
arity of working with people with a de-
mentia diagnosis and their families.
The authors caution against general-
ising to the rest of the United King-
dom.

Appropriate attempts made to es-
tablish ‘reliability' and 'validity' of
analysis? Partly.

Conclusions justified? Partly. Justi-
fied but the discussion of findings
lacks depth.

10. Farrelly S, Lester H, Rose D et al. (2014) What service users with psychotic disorders want in a mental health crisis or relapse: thematic analysis
of joint crisis plans. Social Psychiatry and Psychiatric Epidemiology 49: 1609-1617

Internal validity — approach and
sample.

Internal validity — performance and
analysis.

External validity.

Validity ratings.

Study aim: To ‘... examine mental
health service users’ preferences and
priorities in the event of a future men-
tal health crisis or relapse.’ (p1608).

Methodology: Qualitative - the au-
thors report that the “... paper de-
scribes a sub-study of the CRIMSON
trial. The CRIMSON trial was a multi-
site randomised controlled trial of
JCPs compared with treatment as
usual for individuals with psychotic
disorders. This sub-study analyses
the content of JCPs to explore what
types of requests service users make
for crisis care.’” (p1610).

Is the context clearly described?
Clear. Characteristics of the partici-
pants and settings clearly defined.

Was the sampling carried out in an
appropriate way? Appropriate. The
sample was comprised of 221 service
users randomised to the intervention
group who had completed a joint cri-
sis plan. The authors report that to
ensure ‘... the representativeness of
the sub-sample, comparisons were
made (Chi-square/Wilcoxon-rank-
sum tests) between those who did
and those who did not complete a
joint crisis plan on sex, age, marital
status, ethnic group, diagnosis and

Does the study’s research ques-
tion match the review question?
Yes.

Has the study dealt appropriately
with any ethical concerns? Yes.
Ethical issues are dealt with in the
main CRIMSON trial, of which this
paper is a sub-study. The trial re-
ceived ethical approval by the King’s
College Hospital Research Ethics
Committee.

Were service users involved in the
study? No.

Is there a clear focus on the guide-
line topic? Yes.

Overall assessment of internal va-
lidity: ++

Overall assessment of external va-
lidity: ++
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Internal validity — approach and
sample.

Internal validity — performance and
analysis.

External validity.

Validity ratings.

Is a qualitative approach appropri-
ate? Appropriate. A qualitative ap-
proach is best suited to understand-
ing service user preferences related
to the use of joint crisis plans.

Is the study clear in what it seeks
to do? Clear.

How defensible/rigorous is the re-
search design/methodology? De-
fensible. This study was a thematic
analysis of 221 joint crisis plans
which were developed by service us-
ers and various members of their clin-
ical team as part of the CRIMSON
randomised controlled trial.

How well was the data collection
carried out? Appropriately. Data col-
lection was carried out by exploring
service user preferences for care in
the event of a future relapse/crisis
through 2 meetings.

number of admissions prior to base-
line ... There were no differences be-
tween those who completed a joint
crisis plan and those who did not in
terms of these categories, except that
those who did not complete a joint
crisis plan had a slightly higher num-
ber of admissions in the 2 years prior
to baseline (Wilcoxon-rank-sum test,
z=2.05 p=0.04). (p1611).

Were the methods reliable? Relia-
ble. Data collected by joint crisis plan
facilitator at the joint crisis plan meet-
ings.

Are the data ‘rich’? Rich. The au-
thors note that the ‘... strengths to
this study include: a large number of
crisis plans from 4 geographical loca-
tions in England would suggest that
these findings are likely to be gener-
alisable; and the analysis provides
clinically relevant service user prefer-
ences for approaches to crisis care
and highlights the richness of infor-
mation generated by this approach,
compared to routine practice.’
(p1615).

Is the analysis reliable? Reliable.
The authors’ report that they used in-
ductive thematic analysis and provide
a clear and detailed description of
this.

Are the findings convincing?
Somewhat convincing. The authors
themselves note that the data has

Is the study population the same
as at least one of the groups cov-
ered by the guideline? Yes. Service
users with psychotic disorders.

Is the study setting the same as at
least one of the settings covered
by the guideline? Yes. Community
Mental Health Teams.

Does the study relate to at least
one of the activities covered by the
guideline? Yes.

Are the views and experiences re-
ported relevant to the guideline?
Yes.

Does the study have a UK perspec-
tive? Yes.
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Internal validity — approach and
sample.

Internal validity — performance and
analysis.

External validity.

Validity ratings.

limitations, suggesting that while the
‘... presence of the Facilitator and cli-
nicians is the strength of the JCP ap-
proach, it is possible that their in-
volvement may have limited free ex-
pression of service users’ treatment
preferences. The comparatively low
proportion of refusals (i.e. 43%) may
underestimate the number of service
users who might refuse treat-
ment/make unfeasible requests. Simi-
larly, while the Facilitator was present
to empower service users, it is diffi-
cult to definitively alter existing com-
munication patterns with 1 meeting.
In this context, these data may over-
estimate the extent to which service
users request interventions currently
being delivered. Finally, considering
the higher proportion of admissions in
those who did not make a JCP, this
sample may underrepresent individu-
als with more severe, relapsing con-
ditions.” (p1615).

Are the conclusions adequate? Ad-
equate.

11. Farrelly S, Lester H, Rose D et al. (2016) Barriers to shared decision making in mental health care: qualitative study of the Joint Crisis Plan for
sychosis. Health Expectations 19: 448—458

Internal validity — approach and
sample.

Internal validity — performance and
analysis.

External validity.

Validity ratings.

Study aim: To explore clinicians’ and
service users’ views of a joint crisis
plan delivered as part of an earlier pi-
lot study. Although a pilot study had
found the intervention to be effective

Is the context clearly described?
Unclear. The characteristics of the
participants, such as ethnicity and se-
verity of mental health condition are
not explicitly reported and there are
no details provided regarding the 4

Does the study’s research ques-
tion match the review question?
Yes. The study focuses on advance
planning for people with fluctuating
capacity.

Overall assessment of internal va-
lidity: ++

Overall assessment of external va-
lidity: ++
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Internal validity — approach and
sample.

Internal validity — performance and
analysis.

External validity.

Validity ratings.

in reducing the use of compulsory ad-
missions made under the Mental
Health Act 2005, the ‘definitive’ trial
(CRIMSON) conducted across 4 Eng-
lish mental health trusts, contradicted
these results. The authors therefore
focused specifically in this study on
the barriers to shared decision-mak-

ing.

Methodology: Qualitative — focus
groups and semi-structured inter-
views.

Is a qualitative approach appropri-
ate? Appropriate. A qualitative ap-
proach best suits this research ques-
tion, where focus groups and inter-
views were used to explore experi-
ences to shared decision-making
through the use of a joint crisis plan.

Is the study clear in what it seeks
to do? Clear. The study is clear in
that it explains how the expertise of
both clinicians and service users in
shared decision-making helps
achieve better outcomes. A pilot
study conducted in London con-
cluded that the joint crisis plan was
effective in reducing compulsory
treatment under the Mental Health
Act. However, the findings of the
CRIMSON trial conducted in 4 mental
health trusts in England contradicted
this. The study, therefore, intended to
understand the reasons behind this,
including gaining an understanding of

mental health trusts and any similari-
ties or differences between them. It is
therefore difficult to extrapolate from
these findings.

Was the sampling carried out in an
appropriate way? Appropriate.
Caseloads were screened and eligi-
ble service user participants ap-
proached. If they agreed to take part
their named clinician was asked to
complete necessary questionnaires,
and if allocated to the intervention
group, then take part in the joint crisis
plan meetings. The authors note that
sampling ‘... was initially designed to
recruit a diverse range of service us-
ers and clinicians, and was refined
using the principles of theoretical
sampling. Clinicians from different
professional groups (e.g. psychia-
trists, nurses, social workers) were
purposively approached if they had
participated in at least 1 JCP meet-
ing. Willing participants provided writ-
ten and informed consent. Further
details of the sample have been re-
ported elsewhere.’ (p451).

Were the methods reliable? Relia-
ble. Focus group and interview data
was analysed using grounded theory
to understand stakeholders’ views
about the joint crisis plan and the bar-
riers to shared decision-making.

Are the data ‘rich’? Rich. Stake-
holder views described in the narra-

Has the study dealt appropriately
with any ethical concerns? Yes.
The authors note that the ‘... the trial,
including the qualitative aspects, re-
ceived ethical approval by the King’s
College Hospital Research Ethics
Committee (07_HO0808_174). In addi-
tion, local approvals were received
from the mental health trusts, clinical
directors and clinical teams.’ (p450).

Were service users involved in the
study? Yes. Though service users
were not involved in the conception
and design of the study, they were in-
volved in a discrete focus group (with
clinicians) to verify the emerging
themes from the analysis of the focus
groups and interviews.

Is there a clear focus on the guide-
line topic? Yes.

Is the study population the same
as at least one of the groups cov-
ered by the guideline? Yes. Adult
service users with psychotic disor-
ders.

Is the study setting the same as at
least one of the settings covered
by the guideline? Yes. Mental
health settings within 4 trusts in Eng-
land.

Does the study relate to at least
one of the activities covered by the
guideline? Yes.
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Internal validity — approach and
sample.

Internal validity — performance and
analysis.

External validity.

Validity ratings.

the barriers to shared decision-mak-
ing.

How defensible/rigorous is the re-
search design/methodology? De-
fensible. Focus groups and interviews
with clinicians and service users pro-
vide appropriate context to the re-
search objectives.

How well was the data collection
carried out? Appropriately. Data col-
lection methods involved focus
groups and semi-structured inter-
views. Each interview or focus group
was audio-recorded, transcribed and
checked for accuracy. Data was col-
lected until data saturation was
reached.

tive are detailed and rich, with refer-
ence to specific examples reflecting
the barriers to shared decision-mak-
ing from the point of view of both ser-
vice users and clinicians.

Is the analysis reliable? Reliable.
The data was coded using construc-
tivist grounded theory methods and
then analysed and coded line-by-line.

Are the findings convincing? Con-
vincing. Findings are clearly pre-
sented and address the stated re-
search question.

Are the conclusions adequate?
Adequate.

Are the views and experiences re-
ported relevant to the guideline?
Yes.

Does the study have a UK perspec-
tive? Yes.

12. Henderson C, Flood C, Leese M et al. (2009) Views of service users and providers on joint crisis plans. Social Psychiatry and Psychiatric Epidemi-

ology 44: 369-376

Internal validity — approach and
sample.

Internal validity — performance and
analysis.

External validity.

Validity ratings.

Study aim: To report participants’
and case managers’ use of joint crisis
plans and their views regarding the
plans.

Methodology: Survey — question-
naires (postal and interview).

Research design clearly specified
and appropriate? Yes. Survey of
views of participants in an interven-
tion group who had created a joint cri-
sis plan (and their case managers).

Describes what was measured,
how it was measured and the re-
sults? Yes. Views data presented
quantitatively.

Measurements valid? Yes.
Measurements reliable? Yes.

Measurements reproducible? Un-
clear.

Basic data adequately described?
No.

Does the study’s research ques-
tion match the review question?
Yes. To report participants’ and case
managers’ use of and views on the
value of joint crisis plans on whether
they reduce compulsory hospitalisa-
tion and violence.

Has the study dealt appropriately
with any ethical concerns? Yes.
Ethical committees for all the NHS
trusts involved approved the study
and written informed consent was
given by all participants.

Overall assessment of internal va-
lidity: -

Overall assessment of external va-
lidity: ++
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Internal validity — approach and
sample.

Internal validity — performance and
analysis.

External validity.

Validity ratings.

Objectives of the study clearly
stated? Yes. To report participants’
and case managers’ use of and views
on the value of joint crisis plans and
whether they help to reduce compul-
sory hospitalisation or levels of vio-
lence.

Clear description of context?

Yes. Participants were patients with
mental illness who were randomly se-
lected into the intervention group in
the context of the larger randomised
controlled trial evaluating the effec-
tiveness of joint crisis plans.

References made to original work
if existing tool used? Partly.

Reliability and validity of new tool
reported? Yes. Likert scales used.

Survey population and sample
frame clearly described? Yes. Ser-
vice users who had contact with their
Community Mental Health Team, and
had been admitted to a psychiatric in-
patient service at least once in the
previous 2 years.

Representativeness of sample is
described? Yes. Participants were
patients with mental iliness who were
randomly selected into the interven-
tion group in the context of a random-
ised controlled trial.

Subject of study represents full

Results presented clearly, objec-
tively and in enough detail for
readers to make personal judge-
ments? Partly.

Results internally consistent?
Partly.

Data suitable for analysis? Yes.

Clear description of data collection
methods and analysis? Yes. Data
collected using postal and interview
questionnaires.

Methods appropriate for the data?
Yes.

Statistics correctly performed and
interpreted? Yes. Quantitative analy-
sis of views (in Likert scales) using
McNemar test to examine the rela-
tionship between the responses of
the participants (joint crisis plan hold-
ers) and the case managers.

Response rate calculation pro-
vided? Unclear.

Methods for handling missing data
described? Unclear.

Difference between non-respond-
ents and respondents described?
No.

Results discussed in relation to
existing knowledge on subject and

Were service users involved in the
study? No.

Is there a clear focus on the guide-
line topic? Yes. Views of people with
mental iliness and their case manag-
ers on advance planning for decision-
making.

Is the study population the same
as at least one of the groups cov-
ered by the guideline? Yes.

Is the study setting the same as at
least one of the settings covered
by the guideline? Yes. Community
Mental Health Teams.

Does the study relate to at least
one of the activities covered by the
guideline? Yes.

Does the study have a UK perspec-
tive? Yes.
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Internal validity — approach and
sample.

Internal validity — performance and
analysis.

External validity.

Validity ratings.

spectrum of population of inter-
est? Yes. Participants were patients
with mental illness who were ran-
domly selected into the intervention
group in the context of a randomised
controlled trial.

Study large enough to achieve its
objectives, sample size estimates
performed? Unclear. Small sample
size.

All subjects accounted for? Partly.
Sixty-five out of 80 participants ran-
domised did receive a joint crisis
plan, 69% (45/65) completed initial
follow-up questionnaires. At 15-
month follow-up, 80% (52) were inter-
viewed. Ninety-five per cent (62/65)
people who received a joint crisis
plan were interviewed at least once.

Response rate: Sixty-nine per cent
of participants (45/65) completed ini-
tial follow-up questionnaires. At 15-
month follow-up, 80% (52) were inter-
viewed. Ninety-five per cent (62/65)
people who received a joint crisis
plan were interviewed at least once.
A disproportionate number of partici-
pants rated at baseline by case man-
agers as less adherent to treatment
did not receive a 15-month follow-up
interview. Case manager question-
naires were partially or fully com-
pleted regarding 60% (39/65) of joint
crisis plans holders.

study objectives? Yes.

Limitations of the study stated?
No.

Results can be generalised? Partly.
A small sample size and low comple-
tion rate makes this difficult.

Appropriate attempts made to es-
tablish 'reliability' and 'validity' of
analysis? Partly.

Conclusions justified? Partly. The
low response rate is not taken into
consideration.

Decision-making and mental capacity guideline: critical appraisal tables

53



13. Horn R (2014) ‘l don’t need my patients’ opinion to withdraw treatment’: patient preferences at the end-of-life and physician attitudes towards
advance directives in England and France. Medicine, Health Care, and Philosophy 17: 425-435

Internal validity — approach and
sample.

Internal validity — performance and
analysis.

External validity.

Validity ratings.

Study aim: The author presents ‘...
the results of a qualitative interview
study exploring English and French
physicians’ moral perspectives and
attitudes towards end-of-life decisions
when patients lack capacity to make
decisions for themselves. The paper
aims to examine the importance phy-
sicians from different contexts accord
to patient preferences and to explore
the (potential) role of advance direc-
tives (ADs) in each context [...] Identi-
fying cultural differences that compli-
cate efforts to develop the practical
implementation of ADs can help to in-
form national policies governing ADs
and to better adapt them to practice
... (p425-26).

Methodology: Qualitative - semi-
structured face to face interviews.

Is a qualitative approach appropri-
ate? Appropriate. Since the study
aimed to ‘... examine the importance
physicians from different contexts ac-
cord to patient preferences and to ex-
plore the (potential) role of advance
directives ...” (p425), qualitative inter-
views is an appropriate way of ascer-
taining the physicians’ views on these
matters.

Is the study clear in what it seeks
to do? Mixed. The study concerns
doctors’ ‘... moral perspectives and
attitudes towards end-of-life decisions

Is the context clearly described?
Clear. The context of the interviews
was quiet rooms in hospitals. The
participants are described in terms of
their gender, place of work (urban
university hospitals), and medical
specialism.

Was the sampling carried out in an
appropriate way? Somewhat appro-
priate. The recruitment process for
the study was not random. The par-
ticipating doctors were recruited from
2 English and 3 French university
hospitals in 2 different cities in each
country. There are no clues about ge-
ographical location, or how these cit-
ies and hospitals came to be se-
lected. It is stated that in France ac-
cess to the doctors was negotiated
through the head of hospital services,
but no information is provided about
how individual doctors were recruited.
In England the doctors were ap-
proached after the hospital’s medical
director made the initial contact with
them, inviting them to get in touch
with the researcher if they were inter-
ested in participating. Again, there is
no description of the criteria for se-
lecting individual participants re-
cruited to the study.

Were the methods reliable? Some-
what reliable. The study aims to ex-

plore differences between two coun-
tries, but actually draws interviewees

Does the study’s research ques-
tion match the review question?
Yes. The study concerns the attitudes
of doctors in two countries towards
advance directives, setting their
views in the legal, cultural and philo-
sophical-historical context of each
country.

Has the study dealt appropriately
with any ethical concerns? Yes.
‘Ethical approval for the study was
sought in England from an NHS Re-
search Ethics Committee; in France,
the Commission Nationale de I'lIn-
formatique et des Liberte’s confirmed
that no specific approval procedure
was needed for this study. However,
access was negotiated with the head
of the hospital services and appropri-
ate standards for interviews set out,
including guarantees of the anonym-
ity of participants. In England, accord-
ing to the requirements of the local
research ethics committee, physi-
cians were approached after initial
contact by the medical director of
each hospital, who invited them to
contact the researcher if they wished
to participate in the study. Each par-
ticipant received an information sheet
about the study and written consent
was taken prior to the interviews.’
(p427).

Were service users involved in the
study? No.

Overall assessment of internal va-
lidity: +

Overall assessment of external va-
lidity: +
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Internal validity — approach and
sample.

Internal validity — performance and
analysis.

External validity.

Validity ratings.

when patients lack capacity to make
decisions for themselves ..." (p425).
The study does attempt to place the
doctors’ moral perspectives and atti-
tudes in their philosophical-historical
context, citing Locke and Mill as influ-
encing the ethical and legal context
for the English doctors, and ultimately
their own ethical positions, and Rous-
seau as doing the same for the
French context. However, while these
may be accurate citations, there is lit-
tle specific explanation of what their
views are and how they came to be
so influential. There are, however,
some brief explanation of the legisla-
tion covering advance directives in
both countries, and the different lev-
els of obligation to comply with these
expressed wishes in the 2 countries.
Arguably though these are legal and
not moral matters which are pre-
sented for contextualisation.

How defensible/rigorous is the re-
search design/methodology? De-
fensible. The study aims to examine
how doctors in 2 countries perceive
the exercise of patient autonomy
through advance directives about
end-of-life treatment and care, in the
context of the law and culture of
these 2 countries. Qualitative meth-
ods are an appropriate way of gaining
data about the views and experi-
ences of doctors on these matters.

How well was the data collection
carried out? Appropriately. Data

from quite a narrow pool within each
country, from a total of 5 hospitals in
4 cities across the 2 countries. While
the study does make clear that it
makes no claim to the findings being
generalisable to all French or English
doctors, it makes little sense to ex-
plore national differences without
seeing the interviewees as being in
some sense representative, but there
is no way to know how representative
these interviewees are.

Are the data ‘rich’? Rich. The study
does provide a range of views in the
groups of participants, allowing for
exploration of the complex issues.

Is the analysis reliable? Somewhat
reliable. This study is the work of 1
researcher. The data from the inter-
views was categorised into 4 pre-de-
fined themes, i.e. global themes were
identified in advance. Sub-categories
emerged from the data, and this was
‘... followed by identifying and refin-
ing comparable recurrent themes and
patterns that came out during the in-
terviews and that describe English
and French physicians’ attitudes and
experiences ... (p427).

Are the findings convincing? Con-
vincing. The findings are clearly pre-
sented and thematically categorised.
Data is presented (and referenced) to
support the analysis. The data ad-
dress the research question.

Is there a clear focus on the guide-
line topic? Partly. The study docu-
ments the views of doctors about
specific best interests decisions when
people lack capacity, and people’s in-
volvement in those decisions through
advance directives. However, the rel-
evance to the research question is
limited, as the study is mainly con-
cerned with attitudes and cultural
context rather than views about effec-
tiveness.

Is the study population the same
as at least one of the groups cov-
ered by the guideline? Yes. The
study presents the views and experi-
ences of doctors about what happens
when specific best interest decisions
are being made on people’s behalf if
they are assessed as lacking capac-

ity.

Is the study setting the same as at
least one of the settings covered
by the guideline? Yes. The doctors
interviewed are all hospital doctors,
so their data all concerns people who
are hospital inpatients.

Does the study relate to at least
one of the activities covered by the
guideline? Yes. The study concerns
the responses of doctors to people
planning in advance for decision-
making, especially if they have a con-
dition likely to cause changes in men-
tal capacity.
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Internal validity — approach and
sample.

Internal validity — performance and
analysis.

External validity.

Validity ratings.

were collected through face-to-face
interviews which ‘... were conducted
by an experienced sociologist in a
quiet room in hospitals. Each inter-
view lasted approximately 45 min,
was audio-recorded and transcribed.’
(p427).

Are the conclusions adequate?
Somewhat adequate. However, a
study that was founded on the prem-
ise that there are significant cultural
and attitudinal differences between 2
countries found that there are signifi-
cant cultural and attitudinal differ-
ences. | would be interested to know
to what extent this premise was chal-
lenged in the interviews, or whether
there is an element of confirmation
bias in the findings. However, setting
this aside, the conclusions are clearly
drawn from the data and findings pre-
sented in the report.

Are the views and experiences re-
ported relevant to the guideline?
Partly. The views and experiences re-
ported in the study are those of doc-
tors who deal with hospital inpatients,
and deal with their views and experi-
ences of advance directives. How-
ever, the study deals more with gen-
eral attitudes rather than practical ex-
periences.

Does the study have a UK perspec-
tive? Yes. The study has a UK and
French perspective.

14. Kazmierski M and King N (2015) Role of the community matron in advance care planning and ‘do not attempt CPR’ decision-making: a qualitative
study. British Journal of Community Nursing 20: 19-24

Internal validity — approach and
sample.

Internal validity — performance and
analysis.

External validity.

Validity ratings.

Study aim: The overall aim of the
study was to explore community ma-
trons’ experience of end-of-life deci-
sion-making for individuals with a life-
limiting long-term condition, focusing
in particular on advance care plan-
ning and Do Not Attempt Cardio Pul-
monary Resuscitation decision-mak-

ing.

Methodology: Qualitative — broad in-
terpretive phenomenological perspec-
tive.

Is a qualitative approach appropri-
ate? Appropriate.

Is the study clear in what it seeks

Is the context clearly described?
Unclear. The authors only provide de-
tails regarding participants’ work ex-
perience, and no other characteristics
are reported although a small amount
of detail regarding setting is included.
The research was conducted within
the NHS Yorkshire and the Humber
region. The authors note that in 2010
NHS Yorkshire and the Humber de-
veloped and implemented a single,
patient-held Do Not Attempt Cardio
Pulmonary Resuscitation forms
across all care providers and the am-
bulance service.

Was the sampling carried out in an

Does the study’s research ques-
tion match the review question?
Yes. The study focuses on commu-
nity matrons’ experience of end-of-life
decision-making for individuals with a
life-limiting long-term condition, par-
ticularly in relation to advance care
planning and Do Not Attempt Cardio
Pulmonary Resuscitation decision-
making.

Has the study dealt appropriately
with any ethical concerns? Yes.
Local NHS Research and Develop-
ment Governance approval was ob-
tained. Ethical approval was provided
by the Research Ethics Panel at the

Overall assessment of internal va-
lidity: ++

Overall assessment of external va-
lidity: ++
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Internal validity — approach and
sample.

Internal validity — performance and
analysis.

External validity.

Validity ratings.

to do? Clear. The study had 3 spe-
cific objectives, which are clearly
stated.

How defensible/rigorous is the re-
search design/methodology? De-
fensible. Study used purposive sam-
pling which is justified for phenome-
nological research. In keeping with a
semi-structured approach, the topic
guide was used flexibly, allowing par-
ticipants the opportunity to expand on
issues of relevance to them. To ob-
tain rich data that were focused on
personal lived experience, partici-
pants were encouraged to think of
particular patients and to ‘walk’ the
researcher through their stories in re-
lation to advance care planning and
Do Not Attempt Cardio Pulmonary
Resuscitation. Data were analysed
using the template analysis.

How well was the data collection
carried out? Appropriately. Semi-
structured interviews with participants
were carried out, using a topic guide
which was used flexibly, allowing par-
ticipants the opportunity to expand on
issues of relevance to them. To ob-
tain rich data that were focused on
personal lived experience, partici-
pants were encouraged to think of
particular patients and to ‘walk’ the
researcher through their stories in re-
lation to advance care planning and
Do Not Attempt Cardio Pulmonary
Resuscitation. Interviews were audio-
recorded with participant consent,

appropriate way? Somewhat appro-
priate. Purposive sampling was used
with a brief overview of the research
aims given at the community ma-
trons’ monthly team meeting. Inter-
ested community matrons were then
invited to take part. A total of 6 com-
munity matrons were sampled — 3
from each of 2 adjacent NHS trusts.

Were the methods reliable? Some-
what reliable. Semi-structured inter-
views with participants were carried
out, using a topic guide. To obtain
rich data that were focused on per-
sonal lived experience, participants
were encouraged to think of particular
patients and to ‘walk’ the researcher
through their stories in relation to ad-
vance care planning and Do Not At-
tempt Cardio Pulmonary Resuscita-
tion decisions. Interviews were audio-
recorded with participant consent,
and transcribed verbatim in full.

Are the data ‘rich’? Rich.

Is the analysis reliable? Reliable.
Data were analysed using template
thematic analysis. In this study the
first-named author developed the ini-
tial template on the basis of 3 of the
transcripts. The second-named au-
thor carried out a blind coding of a
sample of the data to facilitate critical
reflection on the emerging thematic
structure. The full data set was then
coded with several iterations of the

School of Human and Health Sci-
ences, University of Huddersfield.

Were service users involved in the
study? No.

Is there a clear focus on the guide-
line topic? Yes.

Is the study population the same
as at least one of the groups cov-
ered by the guideline? Yes. Partici-
pants are community matrons with
experiences relating to advance care
planning and Do Not Attempt Cardio
Pulmonary Resuscitation.

Is the study setting the same as at
least one of the settings covered
by the guideline? Yes.

Does the study relate to at least
one of the activities covered by the
guideline? Yes.

Are the views and experiences re-
ported relevant to the guideline?
Yes.

Does the study have a UK perspec-
tive? Yes. Northern England.
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Internal validity — approach and
sample.

Internal validity — performance and
analysis.

External validity.

Validity ratings.

and transcribed verbatim.

template until a final version was de-
fined.

Are the findings convincing? Con-
vincing.

Are the conclusions adequate? Ad-
equate.

15. MacPherson A, Walshe C, O’Donnell V et al. (2013) The views of patients with severe chronic obstructive pulmonary disease on advance care
planning: a qualitative study. Palliative Medicine 27: 265-272

Internal validity — approach and
sample.

Internal validity — performance and
analysis.

External validity.

Validity ratings.

Study aim: The study was designed
to ‘... explore the views of people
with severe COPD about advance
care planning.’ (p265).

Methodology: Qualitative — semi-
structured interviews.

Is a qualitative approach appropri-
ate? Appropriate. The study sought
to elicit the views of people about
end-of-life treatment and care, so a

qualitative approach was appropriate.

Is the study clear in what it seeks
to do? Clear. The study’s research
questions are clear and were de-
signed to ‘... answer whether people
with COPD think that advance care
planning could be a useful part of
their care, and to explore their rea-
soning behind this view. This in-
cluded discussion of their knowledge
of their diagnosis, as well as their
thoughts about their future and any

Is the context clearly described?
Clear. Inclusion criteria were clearly
specified. The study considers the
participants’ attitudes towards 2 set-
tings where they could be cared for,
home and hospital, although it should
be noted that none of the participants
discussed hospice care. The inter-
views took place in participants’ own
homes and the study is contextual-
ised through reference to existing re-
search on the subject.

Was the sampling carried out in an
appropriate way? Appropriate. The
study was clear about who its partici-
pants were. They were all required to
have severe chronic obstructive pul-
monary disease, which was defined
according to Standard Framework
Criteria for Severe chronic obstructive
pulmonary disease. The authors note
that the “... participant was excluded
if the principal researcher knew them
in a clinical capacity ...’ (p266). The

Does the study’s research ques-
tion match the review question?
Yes. The study explores the views of
people who have chronic obstructive
pulmonary disease about future deci-
sion-making regarding medical treat-
ment.

Has the study dealt appropriately
with any ethical concerns? Yes.
Ethical approval was provided by rel-
evant research committees and con-
sent was sought from participants.

Were service users involved in the
study? No.

Is there a clear focus on the guide-
line topic? Yes. The study focuses
on people’s views and feelings about
making specific health and social
care decisions about end-of-life treat-
ment, in circumstances where they
may lack the capacity to make their
views known due to their illness

Overall assessment of internal va-
lidity: ++

Overall assessment of external va-
lidity: ++
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Internal validity — approach and
sample.

Internal validity — performance and
analysis.

External validity.

Validity ratings.

discussions about their future that
had taken place. Their opinion on the
advance care planning process was
explored, including their feelings
about the discussions.’ (p266).

How defensible/rigorous is the re-
search design/methodology? De-
fensible. The researchers describe
their aims, which make qualitative
methods the most appropriate choice
for data collection. They describe
how interested patients were re-
cruited, and the criteria used to select
participants — those who were too un-
well or unable to give consent were
not included. A British Lung Founda-
tion support group for people with
conditions, was consulted regarding
the creation of the interview topic
guides (the authors note that this
‘evolved’ as the study progressed).
The interviews were semi-structured,
which is appropriate in a study in
which the authors do not seek to limit
the areas discussed by respondents,
within the scope of the research
question.

How well was the data collection
carried out? Appropriately. Inter-
views were digitally audio-recorded
and field notes added immediately af-
terwards.

study also discusses the influence of
researchers’ backgrounds and atti-
tudes on data collection and analysis,
noting the principal researcher’s ex-
perience as palliative care clinician.
They aimed to counteract any biases
arising from this through regular feed-
back on data collection and emerging
analysis by the whole team. The au-
thors also acknowledge the risk of
bias arising as a result of a self-se-
lected sample.

Were the methods reliable? Some-
what reliable. Only 1 method of data
collection was used, semi-structured
qualitative interviews, which were
recorded and transcribed with field
notes added immediately after the in-
terviews. The authors state that there
has not previously been research into
what people with chronic obstructive
pulmonary disease think about ad-
vance care planning, but do link their
findings to other research into pa-
tients with other chronic diseases in
their discussion about the findings.

Are the data ‘rich’? Rich. The study
identifies a number of key themes,
and presents various views on these
themes.

Is the analysis reliable? Reliable.
The analysis was based on verbatim
transcriptions of the interviews and
field notes. A preliminary coding
framework was designed using
grounded theory analysis techniques,

(chronic obstructive pulmonary dis-
ease).

Is the study population the same
as at least one of the groups cov-
ered by the guideline? Yes.

Is the study setting the same as at
least one of the settings covered
by the guideline? Yes. Participants
were interviewed in their own homes,
and data were collected on their
views about both community settings
(home) and hospital inpatient set-
tings.

Does the study relate to at least
one of the activities covered by the
guideline? Yes. The study collected
data on participants’ views about the
circumstances in which they would
want to make advance care plans, in-
volving family members in this, and
decisions about treatment options at
times when this is urgent and people
may lack the physical or mental ca-
pacity to make their wishes known.

Are the views and experiences re-
ported relevant to the guideline?
Yes. The study is relevant as it con-
siders the views of people who have
a condition which is progressive but
which also fluctuates in its impact. It
highlighted their concerns about mak-
ing binding statements about their
wishes with regard to future end-of-
life treatment.
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Internal validity — approach and
sample.

Internal validity — performance and
analysis.

External validity.

Validity ratings.

which was adjusted on the basis of
data relating to participants’ opinions,
experiences and emotion. A separate
author coded 2 of manuscripts. The
results of the analysis were sent out
to participants who were still well
enough; however, it should be noted
that nearly half of participants were
too ill to provide feedback.

Are the findings convincing? Con-
vincing. There is a clear structure to
the presentation of the data, and dif-
ferent perspectives on the same is-
sues are reported. All data presented
are relevant to the study question,
and extracts from the original data
are included.

Are the conclusions adequate? Ad-
equate. The authors make clear the
links between their findings and the
conclusions they draw. The study
provides information that is relevant
to practitioners providing care and
treatment and helping people with
chronic obstructive pulmonary dis-
ease to plan in advance, when fluctu-
ating capacity may be an issue. The
authors discuss the limitations of the
study such as a very small sample
size, lack of ethnic diversity, and self-
selected nature of the sample (likely
to be comfortable discussing a poten-
tially distressing subject), which they
suggest is not too problematic given
the ‘reasonable’ response from those
who had been approached by investi-

Does the study have a UK perspec-
tive? Yes.
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Internal validity — approach and
sample.

Internal validity — performance and
analysis.

External validity.

Validity ratings.

gators. They also note that the pres-
ence of a spouse (where requested
by the participant may ‘... have af-
fected how the participant responded;
the researcher was aware of this and
specifically tried to ensure the individ-
ual opinions were included.’ (p271).

16. Musa |, Seymour J, Narayanasamy MJ et al. (2015) A survey of older peoples’ attitudes towards advance care planning. Age and Ageing 44: 371-

376

Internal validity — approach and
sample.

Internal validity — performance and
analysis.

External validity.

Validity ratings.

Study aim: The aim of the study was
‘... to assess the attitudes of older
people in East Midlands [towards ad-
vance care planning] through the de-
velopment and administration of a
survey.’ (p371).

Methodology: Survey — postal sur-
vey.

Research design clearly specified
and appropriate? Yes. Having de-
cided to explore attitudes through
carrying out a survey, the authors de-
scribe the steps they took in drawing
up the questions for the survey ques-
tionnaire. They report that ‘... litera-
ture reviews informed focus group ar-
eas for discussion ... Themes from
exploratory focus group informed the
survey and in addition relevant items
from previous surveys were reused to
aid comparison with other studies ...
A further workshop was held involv-
ing an expert advisory team about the

Describes what was measured,
how it was measured and the re-
sults? Yes. The study presents data
from responses to the questionnaire
about attitudes towards advance care
planning.

Measurements valid? Yes.

Measurements reliable? Yes. Most
of the data presented is a simple
count of responses to survey ques-
tions, with percentages. There is
some correlation of responses with
demographic data.

Measurements reproducible? Yes.
It would entirely feasible to repeat this
in another area.

Basic data adequately described?
Yes.

Results presented clearly, objec-
tively and in enough detail for

Does the study’s research ques-
tion match the review question?
Yes. The study considers the atti-
tudes of older people towards ad-
vance decision-making about health
treatment options/choices.

Has the study dealt appropriately
with any ethical concerns? Yes.
‘Ethical approval was obtained from
the University of Leicester Ethics
Committee for the focus group work.
For the survey, ethical approval was
obtained from the National Research
Ethics Committee.’ (p373).

Were service users involved in the
study? No.

Is there a clear focus on the guide-
line topic? Yes. The study explores
attitudes about making advance care
plans, including advance decisions to
end treatment.

Overall assessment of internal va-
lidity: +

Overall assessment of external va-
lidity: +
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Internal validity — approach and
sample.

Internal validity — performance and
analysis.

External validity.

Validity ratings.

design of the survey questionnaire
based on the outcomes of the focus
group work ... The final questions for
each item were tested with the lay
volunteers and a local patient and
public involvement forum.” (p372).

Objectives of the study clearly
stated? Yes.

Clear description of context? Yes.
The authors provide a description of
the research context in which the de-
cision to undertake the survey was
made, i.e. that there was no study as-
sessing the attitudes of people in the
community towards advance care
planning. The survey was sent via
post to people living in the commu-
nity.

References made to original work
if existing tool used? N/A. There
does not appear to have been any
use of an existing tool. The authors
describe using a process of consulta-
tion, focus groups and trialling to de-
sign their own original questionnaire
for the survey.

Reliability and validity of new tool
reported? Partly. Testing of reliability
is reported, but it does not demon-
strate reliability — ‘... test—retest relia-
bility was ascertained on a sample of
15 people, 2 weeks apart. The overall
reliability was moderate (k = 0.53); 5
questions had a k < 0.4. In 4 of the
qguestions the disagreement could be

readers to make personal judge-
ments? Yes.

Results internally consistent? Yes.

Data suitable for analysis? Partly.
Large-scale questionnaire with appar-
ently only a small number of ques-
tions, so not a huge amount of analy-
sis possible.

Clear description of data collection
methods and analysis? Yes.

Methods appropriate for the data?
Yes.

Statistics correctly performed and
interpreted? Partly. Not all correla-
tions presented, presumably only
those considered by authors to be of
interest — there are no tables where
readers can make their own judge-
ment.

Response rate calculation pro-
vided? Yes. Data is presented on
what the estimated 65+ population is
for the whole area (270,000), the
numbers who are sent a survey ques-
tionnaire, and then the number of re-
sponses received.

Methods for handling missing data
described? No.

Is the study population the same
as at least one of the groups cov-
ered by the guideline? Yes. The
study explores the attitudes of older
adults about specific best interest de-
cisions being made on their behalf if
they are assessed as lacking capac-
ity in the future.

Is the study setting the same as at
least one of the settings covered
by the guideline? Yes. Participants
were living in the community.

Does the study relate to at least
one of the activities covered by the
guideline? Partly. The study con-
cerned people’s attitudes towards
planning in advance for decision-
making, if they should have a condi-
tion likely to cause changes in mental
capacity. There was no requirement
for participants to have such a condi-
tion, just to consider what their atti-
tude would be. They were all aged 65
or over.

Does the study have a UK perspec-
tive? Yes. Participants were from 13
general practices located in urban
and rural areas in Leicestershire and
Nottinghamshire.
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Internal validity — approach and
sample.

Internal validity — performance and
analysis.

External validity.

Validity ratings.

accounted for by changes in re-
sponses from ‘agree’ to ‘strongly
agree’—rather than substantial
changes from agree to disagree. The
remaining question with a K score of
< 0.4 reflected concerns that making
an advance care plan would lead to
doctors stopping treatment too soon.
This may reflect the fact that ques-
tions were being misinterpreted on
different occasions as there was
some variability within individual re-
sponses.’ (p373).

Survey population and sample
frame clearly described? Yes. Thir-
teen general practices agreed to par-
ticipate — 8 from inner city Leicester,
2 from Leicestershire, 1 from Notting-
ham city and 2 from Nottinghamshire
county. Five thousand, three hundred
and seventy-five potential participants
were sent a questionnaire. One thou-
sand, eight hundred and thirty-two
(34%) were returned, of which 9 were
blank, leaving 1,823 participants in
the survey.

Representativeness of sample is
described? No. Data regarding this
issue are presented in an appendix
that was inaccessible to the review
team. The main body of the report
does not describe how representative
the sample is of the general popula-
tion in terms of urban/rural dwellers
or ethnicity. Women were 59% of the
sample. While it is common
knowledge that women have a

Difference between non-respond-
ents and respondents described?
No.

Results discussed in relation to
existing knowledge on subject and
study objectives? Yes. The authors
noted that they detected a higher re-
sponse rate for having an advance
care planning document (17%) in this
survey than had been found in other
surveys (8%).

Limitations of the study stated?
Partly. The report acknowledges peo-
ple from ethnic minorities may have
been under-represented — as they
were only 5% of participants this
seems very likely. The authors also
note that a ‘... very brief and broad
explanation was given of advance
care planning at the beginning of the
survey and depending on how this
may have been interpreted may have
affected the responses which may
also be a weakness of the study. Fi-
nally, we are only able to report upon
those participants that engaged in the
study; it is possible that two-thirds of
people who did not respond to the
survey may be less engaged / inter-
ested in ACP.’ (p375). The study
states that its inclusion of a range of
settings (urban/rural, various levels of
deprivation) are a strength, but does
not state how representative the pop-
ulations are proportionately. The is-
sue of test-retest reliability which
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Internal validity — approach and
sample.

Internal validity — performance and
analysis.

External validity.

Validity ratings.

greater life expectancy than men, the
report does not state whether there is
a gender bias in the sample.

Subject of study represents full
spectrum of population of inter-
est? Unclear.

Study large enough to achieve its
objectives, sample size estimates
performed? Partly. No sample size
estimates are provided, but the sam-
ple size of 1,823 is large enough to
achieve its objectives.

All subjects accounted for? Partly.
5,375 questionnaires sent out, 1,832
returned, 9 of these were blank, cal-
culations were made using the re-
maining 1,823.

All appropriate outcomes consid-
ered? Unclear.

Response rate: 34% of responses
sent out were returned.

arose during the design period is not
dealt with. Nor is the male/female bal-
ance of 59% / 41% discussed.

Results can be generalised? Partly.
This is a large sample size, but there
is not enough data to say how repre-
sentative it is.

Appropriate attempts made to es-
tablish 'reliability' and 'validity' of
analysis? No.

Conclusions justified? Yes. The
conclusion states a ‘... third of re-
spondents would be keen to explore
advance care planning with their GP,
but only a relative minority (17%) had
actively engaged; those who had
been active had predominantly been
so through non-professional routes. It
is not clear from this study if older
people would like more engagement
from professionals or not. Further
work is needed to explore what peo-
ple understand by ACP, views from
different ethnic groups, the role of
professionals in ACP and how we
can improve ACP in patients who al-
ready lack capacity such as in de-
mentia ..." (p375).

17. Preston H, Cohen Fineberg I, Callagher P et al. (2011) The Preferred Priorities for Care document in Motor Neurone Disease: Views of bereaved
relatives and carers. Palliative Medicine 26: 132-138

Internal validity — approach and
sample.

Internal validity — performance and
analysis.

External validity.

Validity ratings.

Study aim: The authors aimed to ex-
plore the experiences of bereaved

Is the context clearly described?
Not clear. Only minimal details are

Does the study’s research ques-
tion match the review question?

Overall assessment of internal va-
lidity: +
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sample.

Internal validity — performance and
analysis.

External validity.

Validity ratings.

relatives of people with a motor neu-
rone disease regarding their views on
Preferred Priorities for Care docu-
ments and the impact of these on
end-of-life care.

Methodology: Qualitative — semi-
structured face-to-face interviews.

Is a qualitative approach appropri-
ate? Appropriate. The researchers
aimed to explore the experiences of
the bereaved relatives of people with
a motor neurone disease regarding
their views on Preferred Priorities for
Care documents and a qualitative ap-
proach is an appropriate means of
doing so.

Is the study clear in what it seeks
to do? Clear. The authors provide a
clear description of their goals and
make appropriate references to the
existing evidence base.

How defensible/rigorous is the re-
search design/methodology?
Somewhat defensible. The study de-
sign is appropriate to the research
question although no rationale for the
chosen methodology is provided. Rel-
atively clear accounts of the sam-
pling, data collection and data analy-
sis techniques are also provided.

How well was the data collection
carried out? Appropriately. A rela-
tively clear description of the data col-
lection methods is provided and

provided in relation to the characteris-
tics of participants and the settings in
which data were collected and the
authors do not discuss the issue of
context bias.

Was the sampling carried out in an
appropriate way? Appropriate.

Were the methods reliable? Some-
what reliable. Data appear to have
been collected via 1 method only.

Are the data ‘rich’? Mixed. Although
a reasonable number of verbatim
quotes are provided, the lack of de-
tails regarding context limit the find-
ings somewhat; however, the authors
illustrate the detail and depth of their
data relatively well.

Is the analysis reliable? Not
clear/not reported. It is not clear
whether more than 1 researcher ana-
lysed and coded the raw data and
there is no indication that participants
were invited to feedback on tran-
scripts/data.

Are the findings convincing? Con-
vincing. The findings are clearly pre-
sented and are internally coherent
with a reasonable number of verbatim
quotes provided.

Are the conclusions adequate? Ad-
equate. There are clear links between
the raw data, the authors’ interpreta-
tion of these and their conclusions

Yes. The authors aimed to explore
the experiences of the bereaved rela-
tives of people with a motor neurone
disease regarding their views on Pre-
ferred Periorities for Care documents
and the impact of these on end-of-life
care.

Has the study dealt appropriately
with any ethical concerns? No. The
authors do not report on consent pro-
cesses or provide any details regard-
ing ethical approval.

Were service users involved in the
study? No. Service users were not
involved in the design of the study.

Is there a clear focus on the guide-
line topic? Yes.

Is the study population the same
as at least one of the groups cov-
ered by the guideline? Yes.

Is the study setting the same as at
least one of the settings covered
by the guideline? Yes.

Does the study relate to at least
one of the activities covered by the
guideline? Yes.

Are the views and experiences re-
ported relevant to the guideline?
Yes.

Does the study have a UK perspec-
tive? Yes. The study was conducted

Overall assessment of external va-
lidity: ++
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Internal validity — approach and
sample.

Internal validity — performance and
analysis.

External validity.

Validity ratings.

these were appropriate to the re-
search objectives.

which are themselves plausible and
coherent. There is also discussion of
the limitations of the study.

in England.

18. Seamark D, Blake S, Seamark C et al. (2012) Is hospitalisation for COPD an opportunity for advance care planning? A qualitative study. Primary

Care Respiratory Journal 21: 261-266

Internal validity — approach and
sample.

Internal validity — performance and
analysis.

External validity.

Validity ratings.

Study aim: The aim of this study was
‘... to examine whether an admission
to hospital for an exacerbation of
COPD is an opportunity for ACP and
to understand, from the patient per-
spective, the optimum circumstances
for ACP.’ (p261).

Methodology: Qualitative — inter-
views.

Is a qualitative approach appropri-
ate? Appropriate. A qualitative ap-
proach best suits this research ques-
tion, where interviews were an appro-
priate method to explore the views of
patients and their carers about ad-
vance care planning in a hospital
context.

Is the study clear in what it seeks
to do? Clear. The End of Life Care
Strategy for England advocates that
all patients with advanced, progres-
sive, incurable iliness should be given
the chance to take part in advance
care planning, while the Department
of Health Strategy Document for
chronic obstructive pulmonary dis-
ease promotes end-of-life care and

Is the context clearly described?
Clear. In all, 38 patients were invited
by letter and 18 agreed to participate
in the study. Sixteen patients aged
58-90 years were interviewed with a
range of mild, moderate to severe
disease. Two men with severe dis-
ease who had agreed to take part
died before their interview could take
place. Of the 16 who did take part,
one participant was a non-smoker,
one was a current smoker, and 14
were ex-smokers. Four of the partici-
pants were interviewed with their
spouse and full-time carer present
and one with their daughter who was
their part-time carer. For eight partici-
pants it was their first hospital admis-
sion with an exacerbation of chronic
obstructive pulmonary disease and
the other eight had had at least one
previous admission.

Was the sampling carried out in an
appropriate way? Appropriate. The
authors report that cases ‘... were
drawn from two general practices in
Devon (a semi-rural practice of
16,500 and a city-based practice of

Does the study’s research ques-
tion match the review question?
Yes.

Has the study dealt appropriately
with any ethical concerns? Yes.
Ethical approval was obtained from
the Exeter Research Ethics Commit-
tee.

Were service users involved in the
study? No. Only as research partici-
pants.

Is there a clear focus on the guide-
line topic? Yes. This study relates to
the overall topic of the guideline
which is about decision-making and
mental capacity for people using
health and social services aged 16
and over.

Is the study population the same
as at least one of the groups cov-
ered by the guideline? Yes. People
with chronic obstructive pulmonary
disease and their carers. However,
note that there is no evidence of
carer views within the narrative.

Overall assessment of internal va-
lidity: ++

Overall assessment of external va-
lidity: ++
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Internal validity — approach and
sample.

Internal validity — performance and
analysis.

External validity.

Validity ratings.

structured hospital admission and
specialist intervention. But in practice
not many patients take part in ad-
vance care planning for reasons in-
cluding a wish to avoid facing discus-
sions about life and death, patients
being too old or too young, too well or
too ill and a lack of clarity about
whose role it is. One potential solu-
tion to promoting discussions about
advance care planning has been the
identification of key transitions in end-
of-life care and for individuals with
chronic obstructive pulmonary dis-
ease, a key transition point may be
admission to hospital for an exacer-
bation of chronic obstructive pulmo-
nary disease. It was within this con-
text that the researchers wished to
examine whether or not an admission
actually provided scope to discuss is-
sues concerning resuscitation, venti-
lation, and advance care planning.

How defensible/rigorous is the re-
search design/methodology? De-
fensible. The research design is ap-
propriate to the research question. An
interview schedule was developed af-
ter a review of the research, practice,
and policy literature and after talking
with key informants including a respir-
atory physician, a patient with severe
chronic obstructive pulmonary dis-
ease and his wife and a professor of
palliative care with a specific interest
in chronic obstructive pulmonary dis-
ease. The schedule was designed to

30,700 patients). Admissions were ei-
ther identified from discharge data or
from cases referred direct to the re-
search team by their general practi-
tioner. The doctor reviewed each po-
tential case with exclusion criteria in-
cluding severe cognitive impairment,
non-English speaking, and terminal
illness from any cause at the general
practitioner’s discretion. Patients
were invited via a letter signed by
their own doctor with the offer of an
interview to be conducted face-to-
face or over the telephone. Patients
were free to have a family member or
friend participate in the interview.’
(p262). The number of participants
and response rate was adequate for
a qualitative study of this type and
saturation of data was achieved.

Were the methods reliable? Relia-
ble. The authors report that the ‘...
group considered triangulation by re-
view of the hospital notes, but per-
sonal experience (DH) indicated that
many of the discussions about ceil-
ings of treatment and decisions re-
garding acute resuscitation are made
soon after admission and hence, alt-
hough it is likely that a resuscitation
status would be documented, it would
not be a reliable source of knowing
what had been discussed.’ (p265).

Are the data ‘rich’? Rich. Rich con-
textualised patient views provided.

Is the analysis reliable? Reliable.

Is the study setting the same as at
least one of the settings covered
by the guideline? Yes. Inpatient
hospital settings.

Does the study relate to at least
one of the activities covered by the
guideline? Yes. Study relates to
more than 1 category in the scope
activities section.

Are the views and experiences re-
ported relevant to the guideline?
Yes. The views of people with chronic
obstructive pulmonary disease are re-
ported. Though the study also makes
reference to carers, there is no evi-
dence of carers’ views in the narra-
tive.

Does the study have a UK perspec-
tive? Yes.
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sample.

Internal validity — performance and
analysis.

External validity.

Validity ratings.

explore events before, during, and af-
ter an admission. The study popula-
tion was made up of patients with a
hospital admission for an exacerba-
tion of chronic obstructive pulmonary
disease in the previous year to the lo-
cal District General Hospital during
2009. Cases were selected from 2
general practices in Devon. Admis-
sions were either identified from dis-
charge data or from cases referred
direct to the research team by their
general practitioner.

How well was the data collection
carried out? Appropriately. The
schedule was designed to include
questions about events before, dur-
ing, and after an admission. The au-
dio recordings from each interview
were transcribed verbatim and field
notes regarding participant interac-
tions were added where relevant. The
authors describe the process by
which the researchers identified and
analysed core themes from the tran-
scripts. Data saturation was achieved
when analysis of new transcripts did
not produce any new themes or cate-
gories and the content overlapped
with the findings from earlier tran-
scripts.

Each transcript was read by 2 of the
authors and key themes were identi-
fied. These themes were further ana-
lysed by 1 of the 2 authors using a
simple qualitative content analysis
and constant comparison methods.
This process allowed the data to be
organised into a set of concepts and
higher-level themes and categories,
which were then refined further by the
research group.

Are the findings convincing? Con-
vincing. Clear and coherent reporting
of data.

Are the conclusions adequate?
Adequate. The authors note that the
‘... study was based on admissions to
a single average-sized teaching hos-
pital with well-organised respiratory
medicine services and outpatient
care. It is likely that these findings
would be reflected in other hospitals
in the UK. None of the participants
was from an ethnic minority, although
the cohort did represent a varied de-
mographic group.’ (p264). The study
concludes that the duration of hospi-
talisation may not be the best time to
start advance care planning but may
be a milestone that can lead to dis-
cussions. General practitioners
should be alert to that opportunity af-
ter discharge from hospital.
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19. Stewart F, Goddard C, Schiff R et al. (2011) Advanced care planning in homes for older people. Age and Ageing 40: 330-335

Internal validity — approach and
sample.

Internal validity — performance and
analysis.

External validity.

Validity ratings.

Study aim: The purpose of the study,
was to explore the views of care
home staff and the families of older
residents on advance care planning.

Methodology: Qualitative — individ-
ual semi-structured interviews.

Is a qualitative approach appropri-
ate? Appropriate. Individual semi-
structured interviews are appropriate
for the qualitative exploration of the
views of care home staff and the fam-
ily of older people residing in care
homes.

Is the study clear in what it seeks
to do? Clear.

How defensible/rigorous is the re-
search design/methodology? De-
fensible. Adequate justification is
given for sampling, data collection
and data analysis.

How well was the data collection
carried out? Appropriately. The in-
terviews were guided by a topic guide
designed to be flexible to the partici-
pant’s ability and willingness to an-
swer the questions. The topic guide
was piloted on a participant from
each group and was simplified and
shortened as appropriate.

Is the context clearly described?
Unclear. No details are provided re-
garding participant characteristics or
settings.

Was the sampling carried out in an
appropriate way? Appropriate. Care
homes for older people in 2 London
boroughs were identified through the
Commission for Social Care website
and the local Care Home Support
Team. Participating homes were
grouped into 4 mutually exclusive
subsets; a care home was randomly
selected from each subset in order to
achieve a purposeful sample In each
home, the manager and a randomly
selected nurse and care assistant
were invited to participate. In care
homes providing personal care only
and that did not employ nurses, a
community nurse who visited the
home was invited to participate. If a
nurse or care assistant declined to
participate, another participant was
randomly selected from staff lists.

Were the methods reliable? Some-
what reliable. Data was collected
mainly by interviews but authors dis-
cussed their findings alongside other
studies.

Are the data ‘rich’? Mixed. Data in-
cludes quotes to illustrate themes.

Is the analysis reliable? Reliable.
The interviews were analysed using

Does the study’s research ques-
tion match the review question?
Yes. The purpose of the study was to
explore the views of care home staff
and the families of older residents on
advance care planning.

Has the study dealt appropriately
with any ethical concerns? Yes.
The study was approved by King’s
College Research Ethics Committee.
Written informed consent was ob-
tained from all participants.

Were service users involved in the
study? No.

Is there a clear focus on the guide-
line topic? Yes.

Is the study population the same
as at least one of the groups cov-
ered by the guideline? Yes. Care
home staff and the family of residents
in care homes for older people.

Is the study setting the same as at
least one of the settings covered

by the guideline? Yes. Care homes
for the elderly in 2 London boroughs.

Does the study relate to at least
one of the activities covered by the
guideline? Yes.

Are the views and experiences re-
ported relevant to the guideline?
Yes. Views of care home staff and

Overall assessment of internal va-
lidity: ++

Overall assessment of external va-
lidity: ++
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Internal validity — approach and
sample.

Internal validity — performance and
analysis.

External validity.

Validity ratings.

the framework analysis approach,
which allowed the exploration of new
themes while content coding categor-
ical questions and allowing compari-
son of themes between participants.

Are the findings convincing? Con-
vincing.

Are the conclusions adequate? Ad-
equate.

families regarding advance care plan-
ning in homes providing nursing care
or personal care only.

Does the study have a UK perspec-
tive? Yes.

20. Stone L, Kinley J, Hockley J (2013) Advance care planning in care homes: the experience of staff, residents, and family members. International
Journal of Palliative Nursing 19: 550-557

Internal validity — approach and
sample.

Internal validity — performance and
analysis.

External validity.

Validity ratings.

Study aim: This study aimed to ex-
plore the experience of staff, resi-

dents, and families having advance
care planning discussions within the
context of care homes with nursing.

Methodology: Qualitative — semi-
structured interviews.

Is a qualitative approach appropri-
ate? Appropriate. A qualitative ap-
proach is appropriate for this study
which is focused on the experiences
of staff, residents and family mem-
bers.

Is the study clear in what it seeks
to do? Clear.

How defensible/rigorous is the re-
search design/methodology?
Somewhat defensible. The care

Is the context clearly described?
Not clear. Care home study sites had
54-58 beds and were located in 1
Primary Care Trust in south-east
England. One was privately owned, 1
charity-run, and the other part of a
cooperative. All used the Gold Stand-
ards Framework in Care Homes
Looking Ahead document (National
Gold Standards Framework Centre,
2011). Characteristics of study resi-
dents described only in terms of med-
ical conditions — no details on age,
gender, ethnicity, etc. are provided
and the characteristics of family
members are not reported. The only
details provided in relation to staff are
their roles.

Was the sampling carried out in an
appropriate way? Appropriate.
Three care homes undertaking phase

Does the study’s research ques-
tion match the review question?
Yes.

Has the study dealt appropriately
with any ethical concerns? Yes.
Ethical approval was granted by a lo-
cal research ethics. Confidentiality
and anonymity were maintained dur-
ing the study.

Were service users involved in the
study? No. Service users involved as
research participants only.

Is there a clear focus on the guide-
line topic? Yes. The study is about
the experience of staff, residents, and
families having advance care plan-
ning discussions within the environ-
ment of nursing care homes.

Overall assessment of internal va-
lidity: ++

Overall assessment of external va-
lidity: ++
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Internal validity — performance and
analysis.

External validity.

Validity ratings.

home staff acted as gatekeepers in
that it was they who initially told resi-
dents about the study, but it was pos-
sible that they could have missed eli-
gible residents. Staff had little experi-
ence of advance care planning and
this may have had an impact on the
findings. Lastly, the study did not ex-
plore issues relating to residents with
limited capacity.

How well was the data collection
carried out? Appropriately. Access
to each study site was arranged by
the local facilitator for the Gold Stand-
ards Framework in Care Homes.
Subsequently, a teaching session on
advance care planning by an experi-
enced clinical nurse specialist in palli-
ative care was delivered to the nurs-
ing care home staff. After further ad-
vance care planning conversations,
the staff member undertaking the dis-
cussion invited the resident and fam-
ily members (if present) to take part
in the study and contacted a member
from the research team who then ap-
proached (residents and family), ex-
plained the study and arranged an in-
terview if they consented. The inter-
view schedule was reviewed by
members of the Care Home Project
Team at St Christopher’s Hospice
with experience of having advance
care planning discussions in a care
home setting. It was not piloted. Resi-
dents were given the option to be in-
terviewed alone. Interviews were held
with staff. All interviews were digitally

5 of the Gold Standards Framework
in Care Homes programme across 1
Primary Care Trust in south-east
England were invited to take part.
Care homes that only provided care
for residents with dementia or learn-
ing disability were excluded, as well
as residents with a diagnosis of de-
mentia. The potential study partici-
pants included all residents and fam-
ily members as well as the care home
staff who had led their discussion. It
was intended that up to 15 resident—
family—staff triads would be recruited.

Were the methods reliable? Some-
what reliable. Data was collected us-
ing an interview schedule, which was
reviewed by an expert team; how-
ever, it was not piloted. The authors
do, however, discuss their findings
alongside other studies.

Are the data ‘rich’? Rich. Data is de-
tailed and the context within which
data is situated is clearly described.
Views represent a diversity of stake-
holders, i.e. service user, family
member and staff.

Is the analysis reliable? Reliable.
The authors provide a clear descrip-
tion of their analysis, stating that *...
transcriptions were stored using
NVivo 8 software. Content analysis
was initially undertaken with each
group of transcripts (the collective
staff transcripts, resident transcripts,
and family member transcripts).

Is the study population the same
as at least one of the groups cov-
ered by the guideline? Yes. Study
participants consisted of residents,
family members and care home staff.

Is the study setting the same as at
least one of the settings covered
by the guideline? Yes. Three care
homes across one primary care trust
in South-East England.

Does the study relate to at least
one of the activities covered by the
guideline? Yes. This study relates to
several of the activities covered by
the guideline.

Are the views and experiences re-
ported relevant to the guideline?
Yes. Views and experiences explored
were those of service users, family
members and staff.

Does the study have a UK perspec-
tive? Yes.
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Internal validity — approach and
sample.

Internal validity — performance and
analysis.

External validity.

Validity ratings.

recorded and transcribed verbatim.

Three members of the research team
independently coded and compared
the first 2 transcripts in each of the 3
groups and then discussed and
agreed emerging themes and catego-
ries. One researcher then carried out
the remaining analysis. After all sets
of transcripts had been analysed,
similar main categories had emerged
and therefore the resident, family,
and staff groups were merged to form
“a more coherent whole.” (p552).

Are the findings convincing? Con-
vincing.

Are the conclusions adequate? Ad-
equate. Implications of the research
are clearly defined and there is ade-
quate discussion of limitations.

21. Whitehead B, O’Brien MR, Jack BA (2011) Experiences of dying, death and bereavement in motor neurone disease: A qualitative study. Palliative

Medicine 26: 368—-378

Internal validity — approach and
sample.

Internal validity — performance and
analysis.

External validity.

Validity ratings.

Study aim: To ‘... explore the experi-
ences of people with Motor Neurone
Disease (MND), current and be-
reaved carers in the final stages of
the disease and bereavement period.’
(p369). This included discussion of
advance care planning.

Methodology: Qualitative — narrative
interviews (face to face and email).

Is a qualitative approach appropri-
ate? Appropriate. The authors aimed

Is the context clearly described?
Not clear. While some information re-
garding the characteristics of partici-
pants is provided, little information re-
garding the context in which inter-
views took place is provided and the
authors do not specifically discuss
the potential for context bias.

Was the sampling carried out in an
appropriate way? Appropriate.

Does the study’s research ques-
tion match the review question?
Partly. The authors aimed to ...ex-
plore the experiences of people with
Motor Neurone Disease (MND), cur-
rent and bereaved carers in the final
stages of the disease and bereave-
ment period.’ (p369). This included

discussion of advance care planning.

Has the study dealt appropriately
with any ethical concerns? Yes.
The study received National Health

Overall assessment of internal va-
lidity: +

Overall assessment of external va-
lidity: +
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Internal validity — approach and
sample.

Internal validity — performance and
analysis.

External validity.

Validity ratings.

to understand the experiences of
people with motor neurone disease
and their carers and a qualitative ap-
proach is the most appropriate
means of doing so.

Is the study clear in what it seeks

to do? Clear. A clear description of

the research objectives are provided
and adequate reference to the litera-
ture is made.

How defensible/rigorous is the re-
search design/methodology? De-
fensible. The design is appropriate to
the research question, with clear ac-
counts of the rationale for the choice
of certain techniques provided.

How well was the data collection
carried out? Appropriately. The data
collection methods are clearly de-
scribed, and appropriate data were
collected to address the research
question.

Were the methods reliable? Some-
what reliable. Although the research-
ers conducted interviews by email in
order to enable the involvement of
people with severe communication
difficulties, and participants were of-
fered the option to complete a per-
sonal diary for a period of 1 year in
order to record how their experiences
may have changed over time, data
were only collected via 1 method
(narrative interviews).

Are the data ‘rich’? Mixed. The con-
texts of the data are not described in
great detail and there is no attempt to
compare and contrast responses;
however, the authors provide a good
level of understanding of the detail
and depth.

Is the analysis reliable? Somewhat
reliable. More than 1 researcher
coded a small number of transcripts;
however, no details are reported on
how differences were resolved. There
is no indication that participants were
invited to feedback on transcripts
/data.

Are the findings convincing? Con-
vincing. Findings are clearly pre-
sented and are internally coherent
with an adequate number of extracts
from the original data included.

Are the conclusions adequate?
Somewhat adequate. The conclu-
sions are plausible and coherent;

Service ethical approval and process
consent was obtained from partici-
pants.

Were service users involved in the
study? No. Service users were not
involved in the design of the study.

Is there a clear focus on the guide-
line topic? Partly. The study focuses
on the experiences of people with a
motor neurone disease and their car-
ers at the end-of-life stage. This in-
cluded discussion of advance care
planning.

Is the study population the same
as at least one of the groups cov-
ered by the guideline? Yes.

Is the study setting the same as at
least one of the settings covered
by the guideline? Yes.

Does the study relate to at least
one of the activities covered by the
guideline? Yes.

Are the views and experiences re-
ported relevant to the guideline?
Yes.

Does the study have a UK perspec-
tive? Yes. The study was conducted
in England.
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Internal validity — approach and
sample.

Internal validity — performance and
analysis.

External validity. Validity ratings.

however, links between the data, the
authors’ interpretation of these and
the conclusions that are drawn are
not always clear.
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Research question 2. Supporting decision-making on the presumption of mental capacity:

. 2.1 — What interventions, tools, aids and approaches are effective and cost-effective in supporting people, on the presumption of capacity, to make deci-
sions?
. 2.2 —What are the views and experiences of people who may lack capacity, their families and carers, practitioners and others interested in their welfare on

the acceptability of interventions, tools, aids and approaches to support people, on the presumption of capacity, to make decisions?

Effectiveness data

1. Dukes E and McGuire BE (2009) Enhancing capacity to make sexuality-related decisions in people with an intellectual disability. Journal of Intellec-

tual Disability Research 53: 727-734

Internal validity — approach and
sample.

Internal validity — performance and
analysis.

External validity.

Validity ratings.

Study aim: To apply an intervention
to the area of sexual knowledge in or-
der to determine if capacity to make
sexuality-related decisions could be
improved.

Methodology: Quantitative — before
and after study.

Description of theoretical ap-
proach? Studies have shown that
people with learning disabilities have
a relatively low level of knowledge
about sexuality, which may put them
at certain disadvantages, for example
in negotiating safe sex. At the same
time data are beginning to emerge
about the benefits of sexuality educa-
tion programmes for people with
learning disabilities. The complexities
in this area centre on capacity to
make informed choices — the ability to
do so in relation to sexual contact re-
lies on knowledge and understand-
ing. The study hypothesis was that in-
creasing knowledge and understand-
ing about sexuality among adults with
learning disabilities would improve

Was the exposure to the interven-
tion and comparison as intended?
Not reported/relevant — no compari-
son group.

Was contamination acceptably
low? Not reported/relevant — no com-
parison group.

Did either group receive additional
interventions or have services pro-
vided in a different manner? Not re-
ported/relevant — no comparison

group.

Were outcomes relevant? Yes. The
outcomes measured change in
knowledge in 4 areas related to sex
and sexuality and capacity to make
sexuality-related decisions.

Were outcome measures reliable?
Yes. The Sexual Consent and Educa-
tion Assessment has high internal
stability and inter-rater reliability and
satisfactory test, re-test reliability.
(Kennedy, 1999) p729.

Does the study’s research ques-
tion match the review question?
Partly. The study is focused on peo-
ple's capacity to make sexuality re-
lated decisions. The reviewers felt
that on balance, sexuality-related de-
cisions for people with learning disa-
bilities, living in community group
homes, impact on general wellbeing.
In the context of the Care Act, care
and support services should promote
and improve wellbeing and this in-
cludes physical, emotional and men-
tal wellbeing and protection from
abuse. On this basis, the reviewers
decided that the study made a useful
contribution to addressing the review
question.

Has the study dealt appropriately
with any ethical concerns? Partly.
Ethical consent was obtained from
the service provider rather than any
independent body such as a univer-
sity research ethics committee or a
central government research ethics
committee.

Overall assessment of internal va-
lidity: ++

Overall assessment of external va-
lidity: -
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Internal validity — approach and
sample.

Internal validity — performance and
analysis.

External validity.

Validity ratings.

their capacity to make decisions in
this area.

How was selection bias mini-
mised? No comparison group. How-
ever, the study was included for re-
view because of the paucity within
scope quantitative studies and the
relevance of this area of study to the
review question.

Was the allocation method con-
cealed? Not relevant — no group allo-
cation.

Were participants blinded? Not rel-
evant — no group allocation.

Were providers blinded? Not rele-
vant — no group allocation.

Were investigators, outcome as-
sessors, researchers, etc.,
blinded? Not relevant — no group al-
location.

Did participants represent the tar-
get group? No. There is no infor-
mation which indicates whether par-
ticipants represent the target group
and no information about the basis on
which the participants were recruited.

Were all participants accounted for
at study conclusion? No. Follow-up
results are not reported for 1 partici-
pant — although the authors make no
reference to this.

Were all outcome measurements
complete? Partly. All except follow-
up for 1 participant.

Were all important outcomes as-
sessed? Partly. The study did not as-
sess the participants' satisfaction with
the sex education programme or try
to understand from their perspective
whether they felt they were in a better
position to make sexuality-related de-
cisions.

Were there similar follow-up times
in exposure and comparison
groups? Not relevant — no compari-
son group.

Was follow-up time meaningful?
Partly. Six months seems to be an

appropriate follow-up time although
as 1 person was lost to follow-up, it
may have been too long.

Were the analytical methods ap-
propriate? Not applicable. This
question is about how the research-
ers analysed their data and whether
they factored in differences between
the groups which might mean that the
results also differed between the
groups. Because there was no com-
parison group included in this study
design, the question is therefore not
applicable.

Were exposure and comparison
groups similar at baseline? If not,
were these adjusted? Not reported.

Informed consent was obtained from
participants with ‘every effort made’
to adhere to the criteria for doing this
— although details are not provided.
Each participant was also offered the
opportunity to take part in the study.

Were service users involved in the
design of the study? No.

Is there a clear focus on the guide-
line topic? Yes. Support for deci-
sion-making.

Is the study population the same
as at least one of the groups cov-
ered by the guideline? Yes. Adults
with a learning disability.

Is the study setting the same as at
least one of the settings covered
by the guideline? Yes.

Does the study relate to at least
one of the activities covered by the
guideline? Yes.

Are the study outcomes relevant to
the guideline? Yes. Increasing
knowledge to enable people to make
decisions.

Does the study have a UK perspec-
tive? No. The study was conducted
in the Republic of Ireland.
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Internal validity — approach and
sample.

Internal validity — performance and
analysis.

External validity. Validity ratings.

There was no comparison group in-
cluded in this study design so the
question is not applicable.

Was intention to treat (ITT) analy-
sis conducted? Not reported. Analy-
sis as such was not conducted -—re-
sults were simply presented in graph-
ical form. The missing result at follow-
up from 1 participant was evident but
not discussed.

Was the study sufficiently powered
to detect an intervention effect (if
one exists)? Not reported.

Were the estimates of effect size
given or calculable? Not reported.

Was the precision of intervention
effects given or calculable? Were
they meaningful? Not reported.

Do conclusions match findings?
Partly. There is an overall good
match between the results and the
conclusion; that a sexual education
programme seems to improve the
ability of people with learning disabili-
ties to make informed decisions.
However, the authors do rather over-
state the causal effect” “... clearly
demonstrates a relationship between
the intervention and the increased
knowledge’ (p733) — given the lack of
a control group in the study design.
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2. Ferguson L and Murphy GH (2013) The effects of training on the ability of adults with an intellectual disability to give informed consent to medica-
tion. Journal of Intellectual Disability Research 58: 864—-873

Internal validity — approach and
sample.

Internal validity — performance and
analysis.

External validity.

Validity ratings.

Study aim: To ‘... investigate the ca-
pacity of individuals with intellectual
disabilities (ID) to make decisions
about their medications, and to evalu-
ate whether the provision of training
(information) sessions on medica-
tions would increase their capacity.’
(p864).

Methodology: Quantitative — before
and after study.

Description of theoretical ap-
proach? No. The authors do not pro-
vide a logic model or explain the the-
oretical underpinnings of the interven-
tion.

How was selection bias mini-
mised? No comparison group. De-
spite this methodological weakness,
the study has been included for re-
view due to the absence of studies
with a higher quality design relevant
to review question 2.

Was the allocation method con-
cealed? Not reported — not relevant
as there was no comparison group.

Were participants blinded? Not re-
ported — not relevant as there was no
comparison group.

Were providers blinded? Not re-
ported — not relevant as there was no
comparison group.

Was the exposure to the interven-
tion and comparison as intended?
Not reported. Not relevant due to ab-
sence of concurrent control group.

Was contamination acceptably
low? Not reported. Not relevant due
to absence of concurrent control

group.

Did either group receive additional
interventions or have services pro-
vided in a different manner? Not re-
ported. Not relevant due to absence
of concurrent control group.

Were outcomes relevant? Partly.
Knowledge of medications and ca-
pacity to consent to medications were
both measured using the Adapted —
Assessment of Capacity Question-
naire. The authors judged a partici-
pant to have capacity to consent to
their medication if they scored at
least 1 point on each of the questions
on the Adapted — Assessment of Ca-
pacity Questionnaire relevant to the
medication they were taking, but no
rationale for this is provided and it is
not clear whether this is appropriate.

Were outcome measures reliable?
Unclear. Knowledge of medications
and capacity to consent to medica-
tions were both measured using the
Adapted — Assessment of Capacity

Does the study’s research ques-
tion match the review question?
Yes. The study aimed ‘... to investi-
gate the capacity of individuals with
intellectual disabilities (ID) to make
decisions about their medications,
and to evaluate whether the provision
of training (information) sessions on
medications would increase their ca-
pacity.’ (p864).

Has the study dealt appropriately
with any ethical concerns? Yes.
Ethical approval given by relevant na-
tional ethical body, and written con-
sent was sought from participants by
following a consent process adapted
to reflect the needs of participants
with intellectual disabilities.

Were service users involved in the
study? No. Service users involved as
participants only. There is no indica-
tion that service users were involved
in the design of the study or the inter-
pretation of findings.

Is there a clear focus on the guide-
line topic? Yes. The study evaluates
the impact of training on capacity to
give informed consent for treatment
in people with intellectual disabilities.

Is the study population the same
as at least one of the groups cov-
ered by the guideline? Yes. Partici-
pants were adults over the age of 18

Overall assessment of internal va-
lidity: -

Overall assessment of external va-
lidity: ++
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Internal validity — approach and
sample.

Internal validity — performance and
analysis.

External validity.

Validity ratings.

Were investigators, outcome as-
sessors, researchers, etc.,
blinded? Not blind. Outcomes asses-
sors not blinded although this would
have been possible.

Did participants reflect target
group? Partly. It is unclear how
many individuals were selected and
whether the sample is representative
of people with a learning disability
who take Metformin, Epilim, or
Haloperidol. The guideline committee
should also note that only those indi-
viduals who could consent to their
participation in the study were in-
cluded, and that people who were not
taking medication, or were taking
multiple medications were excluded.
Similarly, it is not clear how the re-
searchers determined the ‘level’ of an
individual’s disability and how this im-
pacted on selection procedure; alt-
hough it is reported that after the ini-
tial identification of potential partici-
pants by practitioners, a number of
individuals were excluded due to the
severity of their intellectual disability
or communication difficulties.

Were all participants accounted for
at study conclusion? Yes. No par-
ticipants were lost to follow-up.

Questionnaire. Although the re-
searchers discuss and provide data
relating to reliability and validity of
original measure, they do not provide
data regarding the adapted tool.

NB. The authors judged a participant
to have capacity to consent to their
medication if they scored at least 1
point on each of the questions on the
Adapted — Assessment of Capacity
Questionnaire relevant to the medica-
tion they were taking.

Were all outcome measurements
complete? Yes. Although it is disap-
pointing that treatment compli-
ance/treatment related outcomes
were not measured, given the focus
on medication.

Were all important outcomes as-
sessed? Partly. The study did not in-
clude safety related outcomes such
as treatment compliance.

Were there similar follow-up times
in exposure and comparison
groups? Not reported. Not relevant
due to absence of concurrent control

group.

Was follow-up time meaningful?
Partly. Outcomes were only meas-
ured in the short term and it is not
possible to determine whether re-
ported improvements were main-
tained.

with a mild to moderate learning disa-
bility. The guideline committee may
wish to note that a number of individ-
uals were excluded due to the sever-
ity of their learning disability or com-
munication difficulties.

Is the study setting the same as at
least one of the settings covered
by the guideline? Yes.

Does the study relate to at least
one of the activities covered by the
guideline? Yes.

Are the study outcomes relevant to
the guideline? Yes. The study evalu-
ated the impact of the intervention on
capacity to consent to treatment.

Does the study have a UK perspec-
tive? Yes. England. No further details
reported.
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Internal validity — approach and
sample.

Internal validity — performance and
analysis.

External validity. Validity ratings.

Were exposure and comparison
groups similar at baseline? If not,
were these adjusted? Not reported.
Not relevant due to absence of con-
current control group.

Was intention to treat (ITT) analy-
sis conducted? Not reported. Not
relevant due to absence of concur-
rent control group.

Was the study sufficiently powered
to detect an intervention effect (if
one exists)? Not reported. Power
calculation not presented and no in-
formation presented regarding opti-
mal sample size.

Were the estimates of effect size
given or calculable? Partly.

Were the analytical methods ap-
propriate? Yes.

Was the precision of intervention
effects given or calculable? Partly.

Do conclusions match findings?
Partly. The authors are relatively cau-
tious in their conclusion, reporting
that the “... provision of information
that is formatted in a way that individ-
uals with ID can understand may be a
useful way to increase knowledge on
medications ..." (p864). And while the
inherent limitations caused by an ab-
sence of a ‘formal’ control group is
noted in the discussion section, the
suggestion that the 2-week ‘control
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Internal validity — approach and
sample.

Internal validity — performance and
analysis.

External validity.

Validity ratings.

period’ between baseline and ffirst re-
assessment’ is sufficient mitigation
for this is a flawed argument.

3. Murphy J and Oliver T (2013) The use of Talking Mats to support people with dementia and their carers to make decisions together. Health and
Social Care in the Community 21: 171-180

Internal validity — approach and
sample.

Internal validity — performance and
analysis.

External validity.

Validity ratings.

Study aim: To ‘... explore whether
Talking Mats could help people with
dementia and family carers feel more
involved in decisions about managing
their daily living than using their usual
communication methods ..."” (p173).

Methodology: Mixed methods — be-
fore and after outcome evaluation
and observational interviews.

Qualitative component: Observa-
tional interviews conducted as part of
sessions using Talking Mats.

Are the sources of qualitative data
(archives, documents, informants,
observations) relevant to address
the research question? Partly. No
details are provided on sampling
strategies (e.g. how the agencies in-
volved were selected); however, peo-
ple with dementia were eligible if they
had a diagnosis of dementia and had
a friend or relative who had
knowledge of their daily life. The au-
thors report the reasons why some of
those participants who originally
agreed to take part could no longer
do so (death, ill health and inability to

Quantitative component: Before
and after outcome evaluation.

Are participants (organisations) re-
cruited in a way that minimises se-
lection bias? Unclear. Only very lim-
ited details are provided regarding
sampling and recruitment strategies.
Although the authors do report inclu-
sion and exclusion criteria and the
reasons why a number of individuals
who originally agreed to take part, de-
tails provided regarding participants
is minimal (e.g. socioeconomic back-
ground, ethnicity, specific diagnoses,
etc.) and it is therefore difficult to un-
derstand whether the sample was
representative.

Are measurements appropriate
(clear origin, or validity known, or
standard instrument; and absence
of contamination between groups
when appropriate) regarding the
exposure/intervention and out-
comes? No. Perceptions of involve-
ment and satisfaction in discussions
were measured using the Involve-
ment Measure, which uses questions
adapted from the Freedom of Choice

Does the study’s research ques-
tion match the review question?
Yes. The researchers aimed to ‘...
explore whether Talking Mats could
help people with dementia and family
carers feel more involved in decisions
about managing their daily living than
using their usual communication
methods ..." (p173).

Has the study dealt appropriately
with any ethical concerns? Yes.
Ethical approval granted by an ethics
committee and informed consent
sought from participants (following a
comprehensive consent procedure
outlined in a prior study by the first
author).

Were service users involved in the
design of the study? No. Service
users involved as participants only.
There is no indication that service us-
ers were involved in the design of the
study or the interpretation of findings.

Is there a clear focus on the guide-
line topic? Yes. The study reports on
an intervention designed to aid peo-
ple with dementia and their carers to

Overall assessment of internal va-
lidity: -

Overall assessment of external va-
lidity: ++
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Internal validity — approach and
sample.

Internal validity — performance and
analysis.

External validity.

Validity ratings.

use the Talking Mats — no further de-
tails are provided regarding this). The
guideline committee may wish to note
that people with dementia and poor
vision were excluded from the study
as the tool is primarily a visual one.

Is the process for analysing quali-
tative data relevant to address the
research question? Partly. The au-
thors report that qualitative data were
analysed using ‘cognitive mapping’
(Jones 1985). No details are provided
regarding this process and only lim-
ited details are provided regarding
collection and management of quali-
tative data in general.

Is appropriate consideration given
to how findings relate to the con-
text, such as the setting, in which
the data were collected? Partly. The
authors do not discuss in detail how
their findings relate to the context in
which data were generated.

Is appropriate consideration given
to how findings relate to research-
ers' influence; for example,
through their interactions with par-
ticipants? Partly. The researchers
do not discuss in detail how their find-
ings relate to their perspectives, and
their role and interactions with partici-
pants.

Interview Schedule (Frossard et al.
2001). It is unclear why this adapta-
tion was developed and there is no
consideration of reliability and validity
issues.

In the groups being compared (ex-
posed versus non-exposed; with
intervention versus without; cases
versus controls), are the partici-
pants comparable or do research-
ers take into account (control for)
the difference between these
groups? N/A. No concurrent control

group.

Are there complete outcome data
(80% or above), and, when applica-
ble, an acceptable response rate
(60% or above), or an acceptable
follow-up rate for cohort studies
(depending on the duration of fol-
low-up)? Yes. All outcome data col-
lected as planned.

make and communicate decisions
with/to each other.

Is the study population the same
as at least one of the groups cov-
ered by the guideline? Yes. People
with dementia (and their family car-
ers). Although the guideline commit-
tee may wish to note that people with
dementia and poor vision were ex-
cluded from the study (the tool under
evaluation is a visual aid).

Is the study setting the same as at
least one of the settings covered
by the guideline? Yes. The study
was conducted in participant’s
homes.

Does the study relate to at least
one of the activities covered by the
guideline? Yes. The study reports on
the use of Talking Mats by people
with dementia and their carers to dis-
cuss and communicate decisions re-
garding daily activities.

Are the study outcomes relevant to
the guideline? Yes. The study re-
ports on perceptions of involvement
in discussions and overall satisfaction
(for both the person with dementia
and their carer).

Are the views and experiences re-
ported relevant to the guideline?
Yes. The study reports the views of
participants regarding the use of
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Internal validity — approach and
sample.

Internal validity — performance and
analysis.

External validity.

Validity ratings.

Talking Mats as a means of support-
ing people with dementia and their
carers to make and communicate de-
cisions with/to each other.

Does the study have a UK perspec-
tive? Yes. The study was conducted
in Scotland and the North of England.

4. Naughton M, Nulty A, Abidin Z et al. (2012) Effects of group metacognitive training (MCT) on mental capacity and functioning in patients with psy-
chosis in a secure forensic psychiatric hospital: a prospective-cohort waiting list controlled study. BMC Research Notes 5: 302

Internal validity — approach and
sample.

Internal validity — performance and
analysis.

External validity.

Validity ratings.

Study aim: To evaluate the effects of
group metacognitive training on ca-
pacity to consent to treatment, fithess
to plead, global functioning, and
symptoms of schizophrenia in pa-
tients in a secure forensic hospital.

Methodology: Quantitative — pro-
spective waitlist controlled study.

Description of theoretical ap-
proach? Partly. The authors do not
provide a logic model but there is
some discussion of the theoretical
principles underlying the intervention.

How was selection bias mini-
mised? Unmatched groups. Partici-
pants were allocated to the interven-
tion on a chronological basis (‘first
come first served’, p4).

Was the allocation method con-
cealed? No.

Was the exposure to the interven-
tion and comparison as intended?
Yes.

Was contamination acceptably
low? Yes. Although the authors do
not report on contamination specifi-
cally, there is no indication that this
was an issue.

Did either group receive additional
interventions or have services pro-
vided in a different manner? No.
There is no indication that partici-
pants in either group received addi-
tional support or were treated differ-
ently.

Were outcomes relevant? Yes.

Were outcome measures reliable?
Yes. All outcome measures appear to
have established reliability and valid-
ity; however, no data are presented
to demonstrate this.

Does the study’s research ques-
tion match the review question?
Yes. The study aimed to evaluate the
effects of group metacognitive train-
ing on capacity to consent to treat-
ment, fitness to plead, global func-
tioning, and symptoms of schizophre-
nia in patients in a secure forensic
hospital.

Has the study dealt appropriately
with any ethical concerns? Yes.
The study was approved by relevant
ethics committees and informed con-
sent was sought from participants.

Were service users involved in the
design of the study? No. Service
users involved as participants only.
There is no indication that service us-
ers were involved in the design of the
study or the interpretation of findings.

Is there a clear focus on the guide-
line topic? Yes. The study evaluates

Overall assessment of internal va-
lidity: -

Overall assessment of external va-
lidity: ++
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Internal validity — approach and
sample.

Internal validity — performance and
analysis.

External validity.

Validity ratings.

Were participants blinded? Not
blinded. Due to the nature of the in-
tervention participants could not be
blinded to group assignment.

Were providers blinded? Not
blinded. Due to the nature of the in-
tervention providers could not be
blinded to group assignment.

Were investigators, outcome as-
sessors, researchers, etc.,
blinded? Not blinded. Outcomes as-
sessors were not blinded to treatment
status; however, this would have
been possible.

Did participants reflect target
group? Partly. There is a lack of clar-
ity regarding participant selection and
inclusion/exclusion criteria for the
study are not clearly reported; how-
ever, the authors note that partici-
pants had been referred to the study
because of incomplete responses to
anti-psychotic medication. They go
on to state that 2 participants origi-
nally referred ‘... were not deemed
suitable; one for security issues and
the second as the patient was
deemed to be highly functioning with
good insight.” (p4). Four of those orig-
inally referred refused to participate.

Were all participants accounted for
at study conclusion? Yes. There
was no loss to follow-up.

Were all outcome measurements
complete? Yes. All data appear to
have been collected and reported as
planned.

Were all important outcomes as-
sessed? Yes.

Were there similar follow-up times
in exposure and comparison

groups? Yes. Both groups were fol-
lowed-up for the same length of time.

Was follow-up time meaningful?
No. Follow-up took place at the end
of the treatment/waitlist control period
and the impact of the intervention
could therefore not be determined in
the medium to long term.

Were the analytical methods ap-
propriate? Yes.

Were exposure and comparison
groups similar at baseline? If not,
were these adjusted? No. There
were significant differences between
the 2 groups at baseline with regards
to substance misuse problems and
exposure to destabilisers and stress.
It is not clear whether these were ad-
justed for analyses.

Was intention to treat (ITT) analy-
sis conducted? Yes.

Was the study sufficiently powered
to detect an intervention effect (if

the impact of group metacognitive
training on capacity to consent to
treatment.

Is the study population the same
as at least one of the groups cov-
ered by the guideline? Yes. All par-
ticipants met DSM-IV-TR criteria for a
psychotic disorder.

Is the study setting the same as at
least one of the settings covered
by the guideline? Yes. The study
was conducted in a secure forensic
psychiatric hospital.

Does the study relate to at least
one of the activities covered by the
guideline? Yes. The study evaluates
the impact of group metacognitive
training on capacity to consent to
treatment.

Are the study outcomes relevant to
the guideline? Yes. The study evalu-
ates the impact of group metacogni-
tive training on capacity to consent to
treatment.

Does the study have a UK perspec-
tive? No. The study was conducted
in Dublin, Ireland.
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Internal validity — approach and
sample.

Internal validity — performance and
analysis.

External validity.

Validity ratings.

one exists)? Not reported. The au-
thors do not report results of power
calculations.

Were the estimates of effect size
given or calculable? Yes.

Was the precision of intervention
effects given or calculable? Yes.

Do conclusions match findings?
Yes.

5. Turner D, MacBeth A, Larkin A et al. (2017) The relationship between the ‘jumping to conclusions’ bias and treatment decision-making capacity in
psychosis: A participant-blind randomised controlled experiment (unpublished)

Internal validity — approach and
sample.

Internal validity — performance and
analysis.

External validity.

Validity ratings.

Study aim: To test the hypothesis
that meta-cognitive therapy would im-
prove treatment related capacity and
that this would be mediated by
changes in the ‘jumping to conclu-
sions’ bias in patients with psychosis.

Methodology: Quantitative — ran-
domised controlled trial.

Description of theoretical ap-
proach? Yes. The authors describe
their theoretical approach and the ra-
tionale for evaluating the intervention.

How was selection bias mini-
mised? Randomised. Performed at
second assessment (in an attempt to
minimise attrition bias) session using
online randomisation.

Was the exposure to the interven-
tion and comparison as intended?
Yes. There is no indication that the
interventions did not go as planned,
or that any changes were made dur-
ing the course of the study.

Was contamination acceptably
low? Yes. There is no indication that
contamination took place and the de-
sign of the trial meant that there was
little risk of this.

Did either group receive additional
interventions or have services pro-
vided in a different manner? No.
There is no indication that the groups
were treated differently other than the
provision of the intervention.

Does the study’s research ques-
tion match the review question?
Yes. The authors aimed to test the
hypothesis that meta-cognitive ther-
apy would improve treatment related
capacity and that outcome would be
mediated by changes in the jumping
to conclusions’ bias in patients with
psychosis.

Has the study dealt appropriately
with any ethical concerns? Yes.
Ethical approval granted by relevant
committees and informed consent
was sought from participants (individ-
uals unable to consent to the re-
search were excluded).

Were service users involved in the
design of the study? No. There is
no indication that service users were

Overall assessment of internal va-
lidity: +

Overall assessment of external va-
lidity: ++
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Internal validity — approach and
sample.

Internal validity — performance and
analysis.

External validity.

Validity ratings.

Was the allocation method con-
cealed? Yes. The authors report that
allocation was concealed from clinical
practitioners, investigators, and pa-
tients.

Were participants blinded? Blind.
The authors report that participants
were blind to study hypothesis and
group allocation.

Were providers blinded? Part blind.
Clinical staff were blind to group allo-
cation but not study hypothesis.

Were investigators, outcome as-
sessors, researchers, etc.,
blinded? Not blind. Assessments
and interventions were conducted by
the same researcher.

Did participants represent the tar-
get group? Partly. It is unclear how
many eligible patients were recruited.
The guideline committee should also
note that all participants identified
themselves as being of white ethnic-
ity, and that the majority of partici-
pants were male and had been ill for
a period of more than 10 years.

Were all participants accounted for
at study conclusion? Yes. The
number of participants lost to follow-
up was acceptable.

Were outcomes relevant? Yes. The
outcome measures used clearly re-
late to the outcomes which the re-
searchers expected to impact upon.

Were outcome measures reliable?
Partly. All outcome measures appear
to have established reliability and va-
lidity, although data on this are not al-
ways presented. The guideline com-
mittee should also note that the Mac-
Arthur Competency Assessment Tool
for Treatment does not offer a total
score or cut-off, although the re-
searchers did calculate this.

Were all outcome measurements
complete? Yes. All data was col-
lected as planned; however, there
were some missing data that the re-
searchers dealt with by using multiple
imputations.

Were all important outcomes as-
sessed? Partly. It is unclear why
symptoms of psychosis were not also
measured at post-treatment.

Were there similar follow-up times
in exposure and comparison

groups? Yes. Both groups were fol-
lowed-up for an equal length of time.

Was follow-up time meaningful?
Partly. Follow-up took place immedi-
ately after delivery of the intervention

involved in the design of the study or
the interpretation of findings.

Is there a clear focus on the guide-
line topic? Yes. The study evaluates
the impact of metacognitive training
session designed to reduce the
‘jumping to conclusions’ bias on ca-
pacity to make treatment decisions.

Is the study population the same
as at least one of the groups cov-
ered by the guideline? Yes. People
with a diagnosed psychotic illness.

Is the study setting the same as at
least one of the settings covered
by the guideline? Yes.

Does the study relate to at least
one of the activities covered by the
guideline? Yes. Support for deci-
sion-making.

Are the study outcomes relevant to
the guideline? Yes. The primary out-
come was capacity to make treat-
ment decisions.

Does the study have a UK perspec-
tive? Yes. The research was con-
ducted in Scotland.
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Internal validity — approach and
sample.

Internal validity — performance and
analysis.

External validity.

Validity ratings.

and while this is defensible, it is dis-
appointing that no further follow-up
took place.

Were the analytical methods ap-
propriate? Appropriate.

Were exposure and comparison
groups similar at baseline? If not,
were these adjusted? Yes. The au-
thors report that there were no signifi-
cant differences between groups at
baseline regarding demographic
characteristics. Participants in the in-
tervention group did have significantly
higher depression scores at baseline
(as measured by the depression sub-
scale of the Hospital Anxiety and De-
pression Scale); however, the au-
thors report that this was accounted
for by performing an analysis of mean
change.

Was intention to treat (ITT) analy-
sis conducted? Yes.

Was the study sufficiently powered
to detect an intervention effect (if
one exists)? No. Power calculations
estimated that 26 participants in each
group was required to detect an ef-
fect on the primary outcome for the
0.05 alpha level at 80% power.

Were the estimates of effect size
given or calculable? Yes. Effect
sizes are presented as appropriate.
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Internal validity — approach and
sample.

Internal validity — performance and
analysis.

External validity.

Validity ratings.

Was the precision of intervention
effects given or calculable? Were
they meaningful? Yes. Confidence
intervals and p values are presented
as appropriate.

Do conclusions match findings?
Yes.

6. Woltmann EM, Wilkniss SM, Teachout A et al. (2011) Trial of an electronic decision support system to facilitate shared decision making in commu-
nity mental health. Psychiatric Services 62: 54—60

Internal validity — approach and
sample.

Internal validity — performance and
analysis.

External validity.

Validity ratings.

Study aim: To examine the feasibility
of using an electronic decision sup-
port system to improve communica-
tion between service users and prac-
titioners in mental health decisions
making and to determine the impact
of the system on outcomes.

Methodology: Quantitative — cluster
randomised controlled ftrial.

Description of theoretical ap-
proach? No. The authors do not pro-
vide a logic model or discuss the the-
oretical principles underlying the in-
tervention.

How was selection bias mini-
mised? Randomised. Cluster ran-
domised — case managers based at 1
of 3 clinics were randomly assigned
to the intervention group or compari-
son group (treatment as usual).

Service users were assigned to the

Was the exposure to the interven-
tion and comparison as intended?
Yes.

Was contamination acceptably
low? Not reported. The authors do
not report on contamination specifi-
cally. Although the intervention is a
discrete technological tool, clustering
resulted in case managers delivering
the intervention on multiple occasions
and this may have had had an impact
on results.

Did either group receive additional
interventions or have services pro-
vided in a different manner? No.
There is no indication that partici-
pants in either group received addi-
tional support or were treated differ-
ently.

Were outcomes relevant? Yes.

Were outcome measures reliable?

Does the study’s research ques-
tion match the review question?
Yes. The researchers aimed to exam-
ine the feasibility of using an elec-
tronic decision support system to im-
prove communication between ser-
vice users and practitioners in mental
health decisions making and to deter-
mine the impact of the system on ser-
vice user and practitioner satisfaction
with care planning processes as well
as service user recall of care plans.

Has the study dealt appropriately
with any ethical concerns? Yes.
The study received approval from rel-
evant ethics committees and full in-
formed consent was sought from par-
ticipants.

Were service users involved in the
design of the study? No. Service
users involved as participants only.
There is no indication that service us-
ers were involved in the design of the

Overall assessment of internal va-
lidity: +

Overall assessment of external va-
lidity: ++
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Internal validity — approach and
sample.

Internal validity — performance and
analysis.

External validity.

Validity ratings.

groups according to the assignment
of their case manager.

Cluster randomisation meant that
case managers participated in deliv-
ery of the intervention multiple times.

Because there was a difference in the
size of the clinics, over half of the
participants were recruited by the
largest clinic.

Was the allocation method con-
cealed? Not reported. No details pro-
vided regarding clustering methods.

Were participants blinded? Not
blinded. Due to the nature of the in-
tervention participants could not be
blinded to group assignment.

Were providers blinded? Not
blinded. Due to the nature of the in-
tervention providers could not be
blinded to group assignment.

Were investigators, outcome as-
sessors, researchers, etc.,
blinded? Not reported. The authors
do not report whether investigators
were blinded to group assignment;
however, this should have been pos-
sible.

Did participants represent the tar-
get group? No. Only limited details
are provided regarding the clinics and
it is not clear what criteria were used

Partly. It is unclear why the research-
ers chose to develop bespoke ques-
tionnaires to assess practitioner and
service user satisfaction with care
planning sessions. While they report
reliability data for both case manager
and service user questionnaires, they
do not discuss the validity of the tools
at all.

Were all outcome measurements
complete? Yes. All data appear to
have been collected and reported as
planned.

Were all important outcomes as-
sessed? Partly. Although the study
focuses on satisfaction and the very
short-term recall of service users re-
garding recall of care plan, it is disap-
pointing that outcomes such as
longer-term adherence to care plans,
treatment compliance or mental
health-related outcomes were not
measured at all.

Were there similar follow-up times
in exposure and comparison
groups? Yes. Service users and
case managers completed question-
naires ‘immediately’ after participation
in the study. Service users were also
contacted around two to four days
later to assess their recall of care
plans.

Was follow-up time meaningful?
Partly. Recall of care plans were only
measured in the short term.

study or the interpretation of findings.

Is there a clear focus on the guide-
line topic? Yes. The study reports on
the feasibility of an electronic deci-
sion support system and its impact on
service user and practitioner satisfac-
tion with care planning processes as
well as service user recall of care
plans.

Is the study population the same
as at least one of the groups cov-
ered by the guideline? Yes. The
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Internal validity — approach and
sample.

Internal validity — performance and
analysis.

External validity.

Validity ratings.

to select these or whether any inclu-
sion/exclusion criteria were used to
select service users. Participants had
a primary diagnosis of — schizophre-
nia or schizoaffective disorder, bipo-
lar disorder, major depressive disor-
der, or posttraumatic stress disorder.

Were all participants accounted for
at study conclusion? No. There
were 2 control group sessions for
which case managers failed to com-
plete satisfaction questionnaires (no
explanation provided) and the re-
searchers were only able to contact
86% of service user participants in or-
der to assess their recall of care
plans.

Were the analytical methods ap-
propriate? Yes.

Were exposure and comparison
groups similar at baseline? If not,
were these adjusted? Partly. There
was a significant difference between
groups regarding the length of time
that service users had been working
with their case manager as a result of
randomisation failure. This was con-
trolled for in the analyses.

Was intention to treat (ITT) analy-
sis conducted? Partly. Participants
were analysed in the groups to which
they were originally allocated; how-
ever, the authors do not report any
procedures for dealing with missing
data.

Was the study sufficiently powered
to detect an intervention effect (if
one exists)? Not reported. The au-
thors do not report results of power
calculations.

Were the estimates of effect size
given or calculable? Yes.

Was the precision of intervention
effects given or calculable? Were
they meaningful? Yes. p values re-
ported.

Do conclusions match findings?
Yes.

sample is comprised of ‘mental health
consumers’ (participants had a pri-
mary diagnosis of schizophrenia or
schizoaffective disorder, bipolar dis-
order, major depressive disorder, or
post-traumatic stress disorder).

Is the study setting the same as at
least one of the settings covered
by the guideline? Yes.

Does the study relate to at least
one of the activities covered by the
guideline? Yes. The study reports on
the feasibility of an electronic deci-
sion support system for shared deci-
sion-making and is therefore relevant
to the NCCSC review question focus-
ing on support for decision-making.

Are the study outcomes relevant to
the guideline? Yes. The study re-
ports on satisfaction with the care
planning process including percep-
tions of involvement in decision-mak-

ing.

Does the study have a UK perspec-
tive? No. The study was conducted
in the United States.
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Views and experiences

7. Boyle G (2013) Facilitating decision-making by people with dementia: is spousal support gendered? Journal of Social Welfare and Family Law 35:

227-243

Internal validity — approach and
sample.

Internal validity — performance and
analysis.

External validity.

Validity ratings.

Study aim: To explore the social pro-
cess of every day decision-making by
couples living with dementia. In par-
ticular, to identify the different strate-
gies used by spouses to support de-
cision-making by their partners with
dementia.

Methodology: Qualitative — observa-
tion and interviews.

Is a qualitative approach appropri-
ate? Appropriate. The study aimed to
examine the social processes of deci-
sion-making between couples living
with dementia.

Is the study clear in what it seeks
to do? Mixed. The study appears to
be about decisional autonomy but ac-
tually also explored executional au-
tonomy — the extent to which spouse
carers support their partners with de-
mentia to carry out activities of daily
living.

How defensible/rigorous is the re-
search design/methodology? De-
fensible. Use of individual interviews
is justified, as are the observations
and home visits — designed to build
up familiarity and develop trust be-
tween researcher and participants.

Is the context clearly described?
Unclear. The only details provided in
relation to participants relate to gen-
der and ethnicity. The age range (40
to 80 years) is provided rather than
individual ages and there is no de-
tailed description of the progress/ se-
verity of the dementia diagnoses, nor
the time since diagnosis.

Was the sampling carried out in an
appropriate way? Appropriate. The
sample was recruited in a way which
was not likely to affect what the re-
spondents told the researchers.
Methods ensured that people known
and not known to services were re-
cruited.

Were the methods reliable? Relia-
ble. Data were collected via observa-
tions and interviews and the inter-
views were adapted to the cognitive
needs/abilities of the adults living with
dementia. Other studies were dis-
cussed alongside the findings of the
study.

Are the data ‘rich’? Rich. The con-
texts of the data are described and
the diversity of perspectives and con-
tents are explored. Detailed findings

Does the study’s research ques-
tion match the review question?
Partly. The research question aims to
determine whether spousal decision-
making (when one person has de-
mentia) is gendered. This does not
match the NCCSC review question,
but the design of the study is such
that it provides insight into how peo-
ple living with dementia are sup-
ported (or not) to make decisions.

Has the study dealt appropriately
with any ethical concerns? Yes.
Ethical approval obtained from the
Social Care Research Ethics Com-
mittee, England. Both partners were
asked to complete written consent
forms (where feasible). Where the
people with dementia did not have
capacity to consent, then according
to the Mental Capacity Act 2005, their
spouses were consulted as to
whether they were happy for them to
take part.

Were service users involved in the
study? No. Only as participants, not
as advisors or co researchers.

Is there a clear focus on the guide-
line topic? Yes. Supporting people
to make decisions — people with a de-
mentia diagnosis.

Overall assessment of internal va-
lidity: +

Overall assessment of external va-
lidity: +
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Internal validity — approach and
sample.

Internal validity — performance and
analysis.

External validity.

Validity ratings.

How well was the data collection
carried out? Somewhat appropri-
ately. The data collection methods
are not very clearly described but
they are appropriate to address the
research question. Data collection
and record-keeping were systematic -
interviews were digitally recorded and
transcribed verbatim, and fieldwork
notes were also recorded.

are provided and discussed with dif-
ferences and common themes high-
lighted.

Is the analysis reliable? Somewhat
reliable. Thematic analysis was un-
dertaken manually and in 2 stages.
For the first level, key themes were
identified in order to explore the cou-
ple's perspective and to enable the
views/experiences of respective part-
ners to be discerned. There is no in-
dication that this first stage of analy-
sis involved more than 1 researcher,
for example through discussion about
key themes.

For the second level of analysis, data
from all couples were analysed to in-
vestigate whether the decision-mak-
ing provided by carer spouses varied
depending on social factors (e.g. gen-
der). These analyses were conducted
by 2 researchers and discussed
among the whole research team. In
addition, respondents fed back on the
themes that had been identified from
their data and given the opportunity
to, say, verify the accuracy of inter-
pretations.

Are the findings convincing? Con-
vincing. The findings are clearly pre-
sented. It is especially helpful to have
findings organised according to the
different strategies used by carers’
spouses to support their partners with
dementia in making decisions. The
findings are internally coherent in that

Is the study population the same
as at least one of the least one of
the settings covered by the guide-
line? Yes.

Does the study relate to at least
one of the activities covered by the
guideline? Yes.

Are the views and experiences re-
ported relevant to the guideline?
Partly. Views and experiences relate
to 2 main areas; providing support to
make decisions (in scope) and
providing support to conduct every
day activities (not in scope). Only the
data about decision-making is there-
fore extracted and presented to the
guideline committee.

Does the study have a UK perspec-
tive? Yes.
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Internal validity — approach and
sample.

Internal validity — performance and
analysis.

External validity.

Validity ratings.

they address the study question, alt-
hough those relating to decisional au-
tonomy and those relating to execu-
tional autonomy are a little confused,
making interpretation more challeng-
ing. Extracts from the original data
are, however, included and supported
by appropriately referenced quotes.

Are the conclusions adequate?
Somewhat adequate. There are clear
links between data, interpretation and
conclusions; and the conclusions
seem plausible and coherent. The
study does enhance understanding
about supporting decision-making for
people living with dementia and the
extent to which gender influences the
nature of this support. The implica-
tions of the research are clearly de-
fined, especially in terms of the imple-
mentation of the Mental Capacity Act.
The only drawback is the researchers
do not appear to explore different ex-
planations — other than gender and
gender relations — for the differences
in support provided for making deci-
sions.

8. Goldsmith L, Woodward V, Jackson L et al. (2013) Informed consent for blood tests in people with a learning disability. Journal of Advanced Nurs-

ing 69: 1966-1976

Internal validity — approach and
sample.

Internal validity — performance and
analysis.

External validity.

Validity ratings.

Study aim: The aim of the study was
to examine the ways in which in-
formed consent for routine blood
tests was obtained from people with a
learning disability.

Is the context clearly described?
Clear. Some details relating to the

characteristics of participants, such
as age, type of living, marital status,

Does the study’s research ques-
tion match the review question?
Yes. The study explored the infor-
mation needs of people with learning
disabilities with respect to consent for

Overall assessment of internal va-
lidity: ++

Overall assessment of external va-
lidity: ++
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Internal validity — approach and
sample.

Internal validity — performance and
analysis.

External validity.

Validity ratings.

Methodology: Qualitative — focused
ethnography.

Is a qualitative approach appropri-
ate? Appropriate. To explore the in-
formation needs of people with learn-
ing disabilities with respect to consent
for blood test, a qualitative approach
is appropriate.

Is the study clear in what it seeks
to do? Clear. The aims of the study
were to explore the information needs
of people with mild to moderate learn-
ing disabilities with respect to consent
for blood tests and to identify ways of
facilitating informed consent, and the
findings also reported the information
requirement and ways to facilitate the
consent process.

How defensible/rigorous is the re-
search design/methodology? De-
fensible. Design adopted is focused
ethnography and done in a rigorous
manner. One researcher transcribed
data. Two experienced researchers
carried out Independent coding of
several transcripts to maximise trust-
worthiness. Reflexive notes were
made, as a key element in ethno-
graphic research is a certain level of
self-awareness by the researcher.

How well was the data collection
carried out? Appropriately. Data
were collected using observation and

are provided. Clear description of set-
tings were included. Data collected
using observation, interview, video-
recording, note-taking etc.

Was the sampling carried out in an
appropriate way? Somewhat appro-
priate. Participants were recruited
through gate-keepers and their judge-
ment may have influenced the selec-
tion. Authors felt that to achieve a
maximum variation sample, it would
have been useful to recruit more
young participants and those living at
home with family as well as partici-
pants declining a blood test.

Were the methods reliable? Relia-
ble. Data were collected using obser-
vation and semi-structured interview.
Observations of consultations were
video-recorded and supplemented by
note-taking.

Are the data ‘rich’? Rich. Yes, differ-
ent approaches to data collection
were used including observation, in-
terviews, video-recording and note-
taking. One researcher transcribed
data. Two experienced researchers
carried out Independent coding of
several transcripts to maximise relia-
bility.

Is the analysis reliable? Reliable.
Yes, based on the original transcript,
codes were identified, grouped into
categories and themes and analysed

blood tests and identified ways of fa-
cilitating informed consent. The
NCCSC review question focuses on
support for decision-making pro-
cesses in people with limited mental
capacity.

Has the study dealt appropriately
with any ethical concerns? Yes.
Study approved by an NHS research
ethics committee; and consent was
obtained from participants. Study ma-
terials were provided in an accessible
format.

Were service users involved in the
study? Yes. Participants were re-
cruited via gate-keepers who nomi-
nated participants. Study materials
for people with learning disabilities
were provided in an accessible for-
mat. Participants were actively in-
volved in providing data through inter-
views.

Is there a clear focus on the guide-
line topic? Yes. The guideline fo-
cuses on support for decision-making
and the study explores the issue of
providing consent for a blood test and
how to facilitate that process of deci-
sion-making.

Is the study population the same
as at least one of the groups cov-
ered by the guideline? Yes. The
study focuses on people with a learn-
ing disability.
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Internal validity — approach and
sample.

Internal validity — performance and
analysis.

External validity.

Validity ratings.

semi-structured interview. For the ob-
servation data, the researcher was an
observer during participants’ attend-
ance for a routine blood test at a gen-
eral practitioner surgery. Each partici-
pant was observed having 1 blood
test, the observation period ranged
from 3 to 6 minutes. Consultations
and interviews were video and audio-
recorded to ensure accurate tran-
scription and enable observation of
non-verbal behaviour.

thematically. Data analysis was ap-
proached in an inductive way, consid-
ered appropriate for an exploratory,
descriptive study. Observations of
consultations were video-recorded
and supplemented by note-taking.
NVivo 8 (QSR International 2008)
specialist software was used to rec-
ord and store data for coding. The
visual data were used to identify be-
havioural cues and check any incon-
gruence between speech and expres-
sion.

Are the findings convincing? Con-
vincing. Yes, Findings are clearly pre-
sented and address the research
question. The data collection, analy-
sis and reporting is coherent.

Are the conclusions adequate? Ad-
equate. The conclusions summarise
the study’s findings relatively well and
provide explanations regarding the in-
consistent application of the Mental
Capacity Act by health professionals.

Is the study setting the same as at
least one of the settings covered
by the guideline? Yes. Study took
place in health settings.

Does the study relate to at least
one of the activities covered by the
guideline? Yes. Study explored the
views and experience of people with
learning disabilities with respect to
consent processes for blood test.

Are the views and experiences re-
ported relevant to the guideline?
Yes. The guideline focuses on sup-
porting the decision-making pro-
cesses of people with limited mental
capacity and the study explored the
means by which informed consent for
blood tests for people with a learning
disability could be facilitated.

Does the study have a UK perspec-
tive? Yes.

9. Stovell D, Wearden A, Morrison AP et al. (2016) Service users’ experiences of the treatment decision-making process in psychosis: a phenomeno-
logical analysis. Psychosis 8: 311-323

Internal validity — approach and
sample.

Internal validity — performance and
analysis.

External validity.

Validity ratings.

Study aim: To explore the treatment
decision-making experiences of indi-
viduals with psychosis, and their im-
plications for increasing service us-
ers’ autonomy through clinical prac-
tice and research.

Is the context clearly described?
Clear. Participant characteristics such
as age, gender, ethnic background,
marital and employment status, cur-
rent level of care, duration of psycho-
sis and experience of mental health
system were included.

Does the study’s research ques-
tion match the review question?
Yes. The study aimed to explore the
treatment decision-making experi-
ences of individuals with psychosis
and the review question focuses on
the views and experiences of people

Overall assessment of internal va-
lidity: ++

Overall assessment of external va-
lidity: ++
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Internal validity — approach and
sample.

Internal validity — performance and
analysis.

External validity.

Validity ratings.

Methodology: Qualitative — interpre-
tative phenomenological analysis.

Is a qualitative approach appropri-
ate? Appropriate. Interpretative Phe-
nomenological Analysis, a qualitative
method that uses in-depth, semi-
structured interviews, was used to ex-
plore service users' experience of de-
cision-making around treatment for
psychosis.

Is the study clear in what it seeks
to do? Clear. Yes, study question,
methodology and findings align well
and are clear.

How defensible/rigorous is the re-
search design/methodology? De-
fensible. The use of Interpretative
Phenomenological Analysis is defen-
sible as it uses in-depth, semi-struc-
tured interviews to explore service
users’ experience of decision-making
around treatment for psychosis and
recognises the contribution of cogni-
tion, affect and social context to an
individuals' perspective. The re-
searcher's interpretative perspective
is acknowledged here, influenced by
critical social psychology, clinical psy-
chology and work in recovery-ori-
ented clinical services.

How well was the data collection
carried out? Appropriately. Inter-
views took place at home or on NHS
premises, and lasted 1 to 2 hours.
The interview schedule was used

Was the sampling carried out in an
appropriate way? Somewhat appro-
priate. Interpretative Phenomenologi-
cal Analysis assumes human capaci-
ties to share reflections on experi-
ences of personal significance, but
this was not possible for some partici-
pants, resulting in impoverished data
that precluded meaningful analysis.
This represented a weakness in re-
cruitment procedures; reliance on
care coordinators judgements about
who met inclusion criteria proved not
wholly reliable.

Were the methods reliable? Some-
what reliable. It may also highlight a
limitation to the Interpretative Phe-
nomenological Analysis methodology,
wherein the perspectives of already-
disempowered individuals may be
rendered invisible. Although homoge-
neity of sampling is recommended in
Interpretative Phenomenological
Analysis practice, the study’s cultural
specificity should also be acknowl-
edged.

Are the data ‘rich’? Rich.

Is the analysis reliable? Reliable.
The analysis process began with re-
searchers listening to each interview
and reading the transcript a number
of times, noting features that ap-
peared significant. Emergent themes
were then iteratively grouped and re-
grouped, and ultimately organised in

who may lack mental capacity in de-
cision-making.

Has the study dealt appropriately
with any ethical concerns? Yes.
Ethical approval was obtained from
the UK National Research and Ethics
Service (13/NW/0244).

Were service users involved in the
study? Yes. Prior to data collection,
service users were involved in recruit-
ing the participants. Participants were
recruited through care coordinator re-
ferrals from Community Mental
Health Teams and Early Intervention
in Psychosis Teams and self-referrals
from voluntary mental health organi-
sations. The interview schedule was
developed in consultation with experi-
enced researchers and a service-
user focus group.

Is there a clear focus on the guide-
line topic? Yes.

Is the study population the same
as at least one of the groups cov-
ered by the guideline? Yes.

Is the study setting the same as at
least one of the settings covered
by the guideline? Yes.

Does the study relate to at least
one of the activities covered by the
guideline? Yes.
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Internal validity — approach and
sample.

Internal validity — performance and
analysis.

External validity.

Validity ratings.

flexibly so as to honour participants’
particular experiences. Interviews
were recorded and transcribed verba-
tim. The first author kept a reflective
diary throughout the research pro-
cess.

a table under theme and subtheme
headings, alongside illustrative files
of transcript excerpts. The second re-
searcher periodically provided feed-
back on the emerging analysis and,
later in process, the theme structure
was discussed at 2 meetings of the
research team, with consensus being
reached through discussion. Deci-
sion-making and analytic procedures
were recorded throughout.

Are the findings convincing? Con-
vincing. The themes and sub-themes
are clearly generated from partici-
pants’ views and the process is illus-
trated in the article.

Are the conclusions adequate? Ad-
equate. Conclusions appropriately
summarise the findings and provide
implications for clinical practice and
research. The conclusions are also
discussed in the context of other
studies on the subject.

Are the views and experiences re-
ported relevant to the guideline?
Yes.

Does the study have a UK perspec-
tive? Yes. The study was conducted
in the United Kingdom.
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Research question 3. Assessment of mental capacity:

. 3.1 — What interventions, tools and approaches are effective and cost-effective in supporting the assessment of mental capacity?

. 3.2 — What are the views and experiences of people who may lack mental capacity, their families and carers and others interested in their welfare on the
acceptability of interventions, tools and approaches to support the assessment of mental capacity?

Effectiveness data

1. Aydin Er R and Sehiralti M (2014) Comparing assessments of the decision-making competencies of psychiatric inpatients as provided by physi-
cians, nurses, relatives and an assessment tool. Journal of Medical Ethics 40: 453—-457

Internal validity — approach and
sample.

Internal validity — performance and
analysis.

External validity.

Validity ratings.

Study aim: To compare the evalua-
tions provided by physicians, nurses
and family members with the results
of the MacArthur Competence As-
sessment Tool-Treatment with re-
spect to their agreement regarding
the decision-making competence of
psychiatric inpatients.

Methodology: Cross-sectional — de-
scriptive comparative study of as-
sessments in decision-making. The
study has been critically appraised
using a checklist for diagnostic accu-
racy studies (a modified version of
the QUADAS-2 tool, as recom-
mended in the NICE methods man-
ual).

Was a consecutive or random
sample of patients enrolled? No.
Eighty-three patients were selected
from 129 patients admitted to the
psychiatric clinic during the study pe-
riod (June 2007 to February 2008),
using inclusion criteria.

Is the reference standard likely to
correctly classify the target condi-
tion? Partly. The MacArthur Compe-
tence Assessment Tool-Treatment
test which is considered as the refer-
ence standard in the study does not
yield a limit score or a total score on
understanding, appreciation, reason-
ing and the expression of choice.
However, in a limited number of stud-
ies, cut-off scores for understanding,
appreciation and reasoning were de-
termined. Patients with a low score in
1 of these dimensions were consid-
ered as incompetent in decision-mak-

ing.

Were the reference standard re-
sults interpreted without
knowledge of the results of the in-
dex test? No. The main purpose of
the study was to compare evaluations
made by physician, nurse, patient's
relatives (index test) and the MacAr-
thur Competence Assessment Tool-
Treatment (reference test). The re-

Does the study’s research ques-
tion match the review question?
Yes. The guideline question focuses
on assessment of mental capacity
and the study assesses the decision-
making competencies of psychiatric
inpatients.

Has the study dealt appropriately
with any ethical concerns? Yes.
The study was approved by the
Kocaeli University Human Research
Ethics Committee (KUHREC Date: 19
June 2007, Project number: 57). In-
formed consent was obtained from all
patients, physicians and nurses, and
those relatives who agreed to partici-
pate.

Were service users involved in the
study? Not reported. There is no in-
formation about service user involve-
ment in the design of the study.

Is there a clear focus on the guide-
line topic? Yes.

Overall assessment of internal va-
lidity: +

Overall assessment of external va-
lidity: ++
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Internal validity — approach and
sample.

Internal validity — performance and
analysis.

External validity.

Validity ratings.

Were the index test results inter-
preted without knowledge of the
results of the reference standard?
No. In this study index test was the
question asked to the physicians and
nurses responsible for each patient
and to the patient's relatives — “how
do you evaluate your patient's com-
petence to make treatment deci-
sions?” Physicians, nurses and rela-
tives were asked to judge the patient
as competent, partially competent, or
incompetent. The authors have taken
the cut-off scores for MacArthur Com-
petence Assessment Tool-Treatment
which could be considered as refer-
ence standard according to a pub-
lished study of the original authors of
the tool.

If a threshold was used, was it pre-
specified? Not applicable. The index
test was a question which was asked
to the physicians and nurses respon-
sible for each patient's care and to
the patient's relatives.

Were the methods for performing
the test described in sufficient de-
tail? Yes. The researchers in the
study report the question, which was
asked to those physicians and nurses
responsible for each patient's care
and to the patient's relatives to judge
the patient’'s competency in decision-
making. Relatives were given an ex-
planation about decision-making
competency. The data collection pro-
cedure is reported in the study.

searchers were aware of the evalua-
tions of both index and reference
tests and comparisons were made
and reported.

Was the interval between index
test and reference standard appro-
priate? Yes. In this study the index
test and reference standard were car-
ried out simultaneously, as there was
no need to include an interval be-
tween the tests.

Did all patients receive the same
reference standard? Did all pa-
tients get the diagnostic test and
the reference standard? Yes. The
decision-making competence of each
patient was assessed with the Mac-
Arthur Competence Assessment
Tool-Treatment which is the refer-
ence standard.

Were all patients included in the
analysis? Yes. The study recruited
83 patients and all were included in
the analysis.

Are the sensitivity and specificity
and/or likelihood ratios presented
or are the results presented in
such a way that we can work them
out? No. The study used Cohen k
test to explore the relationship be-
tween the competency evaluations of
the physicians, nurses and relatives.
The relationships between these 3
competence assessments and the
demographic and clinical features of

Is the study population the same
as at least one of the groups cov-
ered by the guideline? Yes.

Is the study setting the same as at
least one of the settings covered
by the guideline? Yes.

Does the study relate to at least
one of the activities covered by the
guideline? Yes. The study focuses
on assessment of the decision-mak-
ing competence of psychiatric inpa-
tients, which is one of the activities
covered by the guideline under re-
search question 3 — assessment of
mental capacity.

Does the index test, its conduct, or
interpretation differ from the re-
view question? No. The index test is
MacArthur Competence Assessment
Tool-Treatment which assesses the
decision-making competence. The
guideline does not specify any partic-
ular test but includes mental capacity
assessment forms.
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Internal validity — approach and
sample.

Internal validity — performance and
analysis.

External validity.

Validity ratings.

the patients (along with their deci-
sion-making competence) were eval-
uated using Pearson's x? test.

How sure are we about the results,
consequences and cost of alterna-
tives performed? Yes. The results
are presented in a convincing manner
and data are reported in tables and
text. The authors intended to com-
pare the assessments and appropri-
ate statistical analyses were used.
There was no cost analysis or alter-
native reported. The authors propose
objective evaluations with appropriate
tools must be carried out for those
patients whose decision-making com-
petence is questionable.

Is the disease status of the tested
population clearly described?
(spectrum bias) Yes. All the partici-
pants were psychiatric inpatients.
Based on the diagnostic criteria,
39.8% of the patients had a mood
disorder, 27.7% had a psychotic dis-
order, 18.1% had an anxiety disorder,
and 14.5% had alcohol/substance de-
pendence.

Does the target condition as de-
fined by the reference standard
match the question? Yes. The refer-
ence test is MacArthur Competence
Assessment Tool-Treatment, which
assesses decision-making compe-
tence which is in line with research
question 3 — assessment of mental
capacity, methods and tools for con-
ducting and recording assessments.

Can the test be applied to your pa-
tient or population of interest?
Yes. The authors report that the Mac-
Arthur Competence Assessment
Tools (Treatment and Research) are
the most commonly recommended
tools in assessments of competence,
as their validity and reliability have
been tested in a large number of pa-
tients and a wide range of diseases.
In this study the tool is administered
to psychiatric inpatients. However,
the tool assesses decision-making
competence and it can be applied to
the population covered by the guide-
line.

Does the study have a UK perspec-
tive? No. The study was conducted
in Turkey.

2. Carling-Rowland A, Black S, McDonald L et al. (2014) Increasing access to fair capacity evaluation for discharge decision-making for people with
aphasia: a randomised controlled trial. Aphasiology 28: 750-765

Internal validity — approach and
sample.

Internal validity — performance and
analysis.

External validity.

Validity ratings.

Study aim: To develop and test the
effectiveness of a communicatively

Was the exposure to the interven-
tion and comparison as intended?

Does the study’s research ques-
tion match the review question?

Overall assessment of internal va-
lidity: +
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Internal validity — approach and
sample.

Internal validity — performance and
analysis.

External validity.

Validity ratings.

accessible capacity evaluation tool
with communication training supports;
thus, allowing healthcare profession-
als to evaluate more equitably the ca-
pacity of people living with aphasia to
consent to be admitted to long- term
care.

Methodology: Randomised con-
trolled trial with repeated measures.

Description of theoretical ap-
proach? No. Not reported.

How was selection bias mini-
mised? Randomised. Through ran-
domisation software, the participant
pairs were divided into 2 groups, ex-
perimental and control.

Was the allocation method con-
cealed? Not reported.

Were participants blinded? Part
blind. The participants were unaware
of their group membership until after
the first capacity evaluation. Social
workers were blinded partially to the
fact that the people with aphasia had
been judged to have capacity. They
were provided with all information ex-
cept the language comprehension
abilities.

Were providers blinded? Not re-
ported.

Were investigators, outcome as-
sessors, researchers, etc.,

Yes. The researchers do not report
any changes made to the interven-
tion.

Was contamination acceptably
low? Not reported.

Did either group receive additional
interventions or have services pro-
vided in a different manner? Not re-
ported.

Were outcomes relevant? Yes. The
following outcomes were measured —
capacity determination of people with
aphasia; social worker evaluators’
communication skills; social worker
evaluators’ confidence in capacity de-
termination; perspectives of people
with aphasia.

Were outcome measures reliable?
Partly. The study used the Capacity
to Make Admissions Decisions tool to
determine the baseline measurement
of capacity, which has not been sub-
jected to psychometric testing. This
questionnaire was developed by the
Ontario Ministry of Health and Long-
Term Care (1997). The Communica-
tion Aid to Capacity Evaluation was
administered to the experimental
group. The Communication Aid to
Capacity Evaluation is a communica-
tively accessible version of the Ca-
pacity to Make Admissions Decisions
which was developed for the study —
its psychometric properties were not
tested. Other tools used included the

Yes. The review question focuses on
assessments of mental capacity and
the research evaluates a communica-
tion tool to assess the capacity of
people living with aphasia to consent
to admission to long-term care.

Has the study dealt appropriately
with any ethical concerns? Yes.
The authors confirm that the study re-
ceived ethical approval and that con-
sent was sought from participants.

Were service users involved in the
design of the study? Yes. The inter-
vention (Communication Aid to Ca-
pacity Evaluation) was developed
with the assistance of three working
groups — 5 speech and language
pathologists providing services to
people with aphasia across the con-
tinuum of healthcare; 4 social work-
ers who work with individuals with
stroke and aphasia and who evaluate
capacity on a regular basis; and 5
people with aphasia attending a com-
munity aphasia centre (not part of the
study). An individual with Broca’s
aphasia and a speech and language
pathologist trained in Supported Con-
versation for Adults with Aphasia con-
tributed to the training DVD.

Is there a clear focus on the guide-
line topic? Yes. The study evaluates
a communication tool to assess the
capacity of people living with aphasia
to consent to be admitted to long-
term care.

Overall assessment of external va-
lidity: ++
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Internal validity — approach and
sample.

Internal validity — performance and
analysis.

External validity.

Validity ratings.

blinded? Part blind. Social workers
who participated in the study also
took on the role of outcome asses-
sors. Social workers were blinded
partially to the fact that the people
with aphasia had been judged to
have capacity. They were provided
with all information except the lan-
guage comprehension abilities.

Did participants represent the tar-
get group? Yes. The participants
with aphasia were recruited from 4
aphasia centres and 1 hospital outpa-
tient clinic in Ontario. The social
worker evaluators were recruited
from 4 teaching hospitals and 1 sub-
acute hospital in Ontario.

Were all participants accounted for
at study conclusion? Not reported.

Measure of Participation in Conversa-
tion and the Measure of Skill in Sup-
ported Conversation (which have un-
dergone some psychometric evalua-
tion).

Were all outcome measurements
complete? Yes. The study reported
the results of all outcome measures
as planned.

Were all important outcomes as-
sessed? Yes. The study assessed all
important outcomes.

Were there similar follow-up times
in exposure and comparison
groups? Yes. Both experimental and
control groups were assessed and
followed-up at similar times.

Was follow-up time meaningful?
Partly. Repeat capacity evaluation
took place a minimum of 2 weeks af-
ter the intervention, which seems rel-
atively short term. The researchers
conducted post evaluation surveys
which was not on the main outcome.
An aphasia-friendly survey was ad-
ministered to participants with apha-
sia, and social worker evaluators
were assessed on their perceived
confidence in their decisions regard-
ing capacity (or lack of it).

Were the analytical methods ap-
propriate? Yes. The experimental
and control group social worker eval-

Is the study population the same
as at least one of the groups cov-
ered by the guideline? Yes. All
study participants had a diagnosis of
stroke (apart from one with a subdu-
ral haematoma) and had aphasia.

Is the study setting the same as at
least one of the settings covered
by the guideline? Yes. The study
took place at aphasia centres and an
outpatient clinic.

Does the study relate to at least
one of the activities covered by the
guideline? Yes. One of the activities
covered by the Guideline is the as-
sessment of mental capacity. This re-
search evaluates a communication
tool to assess the capacity of people
living with aphasia to consent to be
admitted to long-term care.

Are the study outcomes relevant to
the guideline? Yes. The following
study outcomes are relevant to the
Guideline — capacity determination of
people with aphasia; social worker
evaluators’ communication skills; so-
cial worker evaluators’ confidence in
capacity determination; perspectives
of people with aphasia.

Does the study have a UK perspec-
tive? No. The study was conducted
in Canada.
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Internal validity — approach and
sample.

Internal validity — performance and
analysis.

External validity. Validity ratings.

uators were compared with a) capac-
ity evaluation using frequency and
percentages b) communication skills
using analysis of covariance to meas-
ure inter-group comparisons c) confi-
dence in capacity determination by
repeated measures analysis of vari-
ance to determine if statistically sig-
nificant change occurred. The poten-
tial difference in the participants with
aphasia perspectives in experimental
group means between pre-test and
post-test survey results was meas-
ured by a paired samples t-test. Fur-
ther, a logistical regression analysis
was used to analyse the data as the
dependent variable was dichotomous
(able or unable to determine capac-

ity).

Were exposure and comparison
groups similar at baseline? If not,
were these adjusted? Not reported.
The social worker evaluators from
both groups administered the Capac-
ity to Make Admissions Decisions
questionnaire with their paired partici-
pants with aphasia to determine a
baseline measurement of capacity,
but it is not reported if the groups
were comparable at baseline. Simi-
larly, differences between groups on
other outcome measures are not re-
ported at baseline.

Was intention to treat (ITT) analy-
sis conducted? Not reported.

Was the study sufficiently powered
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Internal validity — approach and
sample.

Internal validity — performance and
analysis.

External validity.

Validity ratings.

to detect an intervention effect (if
one exists)? Yes. The sample size
for this study was calculated at 36; 18
participant pairs (one aphasia partici-
pant and 1 social worker) for each
group, experimental and control (Co-
hen’s d = 1.35). Following participant
withdrawal, 32 participant pairs com-
pleted the study protocol, 17 partici-
pant pairs in the experimental group
and 15 in the control group.

Were the estimates of effect size
given or calculable? Partly. Effect
size was available for social worker
evaluators’ communication skills.

Was the precision of intervention
effects given or calculable? Were
they meaningful? Partly. Effect size
was available for social worker evalu-
ators’ communication skill and confi-
dence intervals were calculated. Nei-
ther effect size nor confidence inter-
val could be calculated for other out-
come measures.

Do conclusions match findings?
Yes.

3. Feng BS, Person C, Phillips-Sabolet J et al. (2014) Comparison between a standardized questionnaire and expert clinicians for capacity assess-
ment in stroke clinical trials. Stroke 45: e229-e232

Internal validity — approach and
sample.

Internal validity — performance and
analysis.

External validity.

Validity ratings.

Study aim: The study aims to com-
pare a standardised questionnaire
(modified, stroke-specific, version of
the Aid to Capacity Evaluation) and

Is the reference standard likely to
correctly classify the target condi-
tion? Yes. Psychiatrist and neuro-
psychologist assessments are used

Does the study’s research ques-
tion match the review question?
Yes. The review question focuses on
assessment of mental capacity and

Overall assessment of internal va-
lidity: +
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Internal validity — approach and
sample.

Internal validity — performance and
analysis.

External validity.

Validity ratings.

expert clinicians’ capacity assess-
ments.

Methodology: Prospective pilot
study comparing 3 different capacity
evaluations performed in a single
group of stroke patients. The study
has been critically appraised using a
checklist for diagnostic accuracy
studies (a modified version of the
QUADAS-2 tool), as recommended in
the NICE methods manual.

Was a consecutive or random
sample of patients enrolled? No.
Patients were selected using purpos-
ive or non-random sampling.

Was a case-control design
avoided? Yes. The study did not use
a case-control design, all study par-
ticipants had disease, i.e. stroke.

Did the study avoid inappropriate
exclusions? Partly. Patients were
excluded who were unable to hear
despite assisted devices, declared le-
gally incompetent, encephalopathic,
severely lethargic or obtunded, diag-
nosed with dementia or severe cogni-
tive decline, or had a current psychi-
atric diagnosis (schizophrenia, major
depression) that would interfere with
study assessment.

Were the index test results inter-
preted without knowledge of the
results of the reference standard?

as reference standards and are con-
sidered to be the clinical gold stand-
ards.

Were the reference standard re-
sults interpreted without
knowledge of the results of the in-
dex test? Yes. There were 3 types of
assessment performed in the study.
The reference tests were the assess-
ments conducted by psychiatrists and
neuropsychologists and the index test
which is the modified stroke version
of Aid to Capacity Evaluation was
performed by a trained rater. All 3
tests were conducted by different in-
dividuals who were blinded to the re-
sults of the each other’'s assessments
as well as methods used.

Was the interval between index
test and reference standard appro-
priate? Yes. All assessments (index
test and reference standards) were
performed independently within the
same day or within £24 hours.

Did all patients receive the same
reference standard? Did all pa-
tients get the diagnostic test and
the reference standard? Yes. All 30
patients completed the Aid to Capac-
ity Evaluation which is the index test,
29 patients each completed reference
standard which is the assessment by
psychiatrist and neuropsychologists.

Were all patients included in the

the study focuses on capacity as-
sessment of stroke patients by com-
paring results from a standardised
questionnaire to expert clinician as-
sessments.

Has the study dealt appropriately
with any ethical concerns? Yes.
The authors report that the study was
approved by the Institutional Commit-
tee for Protection of Human Subjects.

Were service users involved in the
study? Not reported.

Is there a clear focus on the guide-
line topic? Yes. The guideline fo-
cuses on decision-making and mental
capacity and includes a question on
assessment of mental capacity. The
study focuses on capacity assess-
ment of stroke patients by comparing
results from a standardised question-
naire to expert clinician assessments.

Is the study population the same
as at least one of the groups cov-
ered by the guideline? Yes. The
study sample is comprised of stroke
patients and lack of decision-making
capacity is very common in this
group.

Is the study setting the same as at
least one of the settings covered
by the guideline? Yes. Study was
conducted in the stroke, rehabilita-
tion, and neurological intensive care

Overall assessment of external va-
lidity: ++
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Internal validity — approach and
sample.

Internal validity — performance and
analysis.

External validity.

Validity ratings.

Yes. There were 3 types of assess-
ment performed in the study. The in-
dex test, which is the modified stroke
version of Aid to Capacity Evaluation,
was performed by a trained rater, the
other 2 assessments were done by
psychiatrist and neuropsychologists.
All 3 tests were done by different indi-
viduals and were blinded to the re-
sults of the other's assessments as
well as methods used.

If a threshold was used, was it pre-
specified? Yes. The details of the in-
dex test, the stroke specific version of
Aid to Capacity Evaluation and the
standardised version of the Aid to Ca-
pacity Evaluation are reported by the
authors in a supplement. The scoring
system and the algorithm to generate
decisions are also provided.

Were the methods for performing
the test described in sufficient de-
tail? Yes. The supplemental papers
provided by the study authors de-
scribe in detail the administration of
the test.

analysis? Yes. All 30 patients com-
pleted the Aid to Capacity Evaluation
which is the index test, 29 patients
each completed reference standard
which is the assessment by psychia-
trist and neuropsychologists. All of
them were included in the analysis.

Are the sensitivity and specificity
and/or likelihood ratios presented
or are the results presented in
such a way that we can work them
out? Yes.

How sure are we about the results,
consequences and cost of alterna-
tives performed? Yes. Confidence
limits of sensitivity, specificity, posi-
tive predictive value, negative predic-
tive value are given.

Is the disease status of the tested
population clearly described?
(spectrum bias) Yes. All patients
were hospitalised patients in stroke,
rehabilitation, or neurological inten-
sive care units of a single tertiary-
care university medical centre. Pa-
tients were diagnosed with either an
ischemic or haemorrhagic stroke (Na-
tional Institutes of Health Stroke
Scale [NIHSS] score 21) within 10
days of symptom onset. Sixty per
cent of patients were men with mild to
moderate ischemic stroke. Thirty-
seven per cent exhibited aphasia and
neglect, whereas the remaining par-
ticipants lacked these deficits.

units of a single tertiary care univer-
sity medical centre. The guideline co-
vers inpatient healthcare settings.

Does the study relate to at least
one of the activities covered by the
guideline? Yes. The guideline fo-
cuses on decision-making and mental
capacity (including assessment of ca-
pacity) and the study focuses on the
assessment of capacity in stroke pa-
tients by comparing results from a
standardised questionnaire to as-
sessments made by expert clinicians.

Does the index test, its conduct, or
interpretation differ from the re-
view question? No. The review
question in this context does not
specify any particular type of test, it
includes all type of assessment tools
that assess mental capacity and deci-
sion-making. In this study the index
test is a standardised questionnaire
(modified, stroke-specific, version of
the Aid to Capacity Evaluation) to as-
sess the capacity of stroke patients in
decision-making.

Does the target condition as de-
fined by the reference standard
match the question? Yes. The tar-
get condition in the study is stroke
and it matches the review question.

Can the test be applied to your pa-
tient or population of interest?

Partly. The test in the study is specifi-
cally modified for stroke patients and
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Internal validity — approach and
sample.

Internal validity — performance and
analysis.

External validity.

Validity ratings.

it can be applied to stroke patients to
accurately identify those who can
participate in stroke trials. It cannot
be generally applied to all populations
who may lack decision-making ca-
pacity.

Does the study have a UK perspec-
tive? No. The study was conducted
in the United States.

4. Gregory R, Roked F, Jones L et al. (2007) Is the degree of cognitive impairment in patients with Alzheimer's disease related to their capacity to
appoint an enduring power of attorney? Age and Ageing 36: 527-531

Internal validity — approach and
sample.

Internal validity — performance and
analysis.

External validity.

Validity ratings.

Study aim: To investigate the capac-
ity to create an Enduring Power of At-
torney as determined by a clinical as-
sessment, is significantly related to a
degree of cognitive impairment, and
whether Mini Mental State Examina-
tion (Folstein et al. 1975) score is a
good predictor of a patient's capacity.
To examine whether any socio-demo-
graphic factors (age, gender, educa-
tion, and qualifications), are related to
a patient's capacity to create an En-
during Power of Attorney.

Methodology: Cross-sectional —
quantitative descriptive cross-sec-
tional study. The study has been criti-
cally appraised using a checklist for
diagnostic accuracy studies (a modi-
fied version of the QUADAS-2 tool),
as recommended in the NICE meth-
ods manual.

Is the reference standard likely to
correctly classify the target condi-
tion? Partly. Though Mini Mental
State Examination is used widely to
assess the degree of capacity, it does
not allow for a comprehensive cogni-
tive assessment. Therefore the re-
sults would not be generalisable to
patients with other forms of dementia,
such as frontotemporal or Lewy body
dementias, where loss of specific ar-
eas of cognitive function, such as ex-
ecutive function, are not reflected by
the Mini Mental State Examination
score.

Were the reference standard re-
sults interpreted without
knowledge of the results of the in-
dex test? Yes. All 3 assessors of ca-
pacity (index test) were blinded to the
participants’ Mini Mental State Exami-
nation score (reference standard).

Does the study’s research ques-
tion match the review question?
Yes. The review question is about as-
sessment of mental capacity and the
study is about assessing patients with
Alzheimer's disease capacity to cre-
ate an Enduring Power of Attorney.

Has the study dealt appropriately
with any ethical concerns? Yes. In-
formed consent was obtained from
those willing to participate, and carers
gave their assent. The study received
local research ethics committee ap-
proval and NHS Research and Devel-
opment approval.

Were service users involved in the
study? Not reported.

Is there a clear focus on the guide-
line topic? Yes. The guideline is
about decision-making and mental

Overall assessment of internal va-
lidity: ++

Overall assessment of external va-
lidity: ++
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Internal validity — approach and
sample.

Internal validity — performance and
analysis.

External validity.

Validity ratings.

Was a consecutive or random
sample of patients enrolled? No.
Participants were recruited from 2 old
age psychiatry consultant teams
based at the Queen Elizabeth Psychi-
atric Hospital, Birmingham, UK. All
patients referred to these 2 teams be-
tween January 2005 and January
2006 with a DSM-IV diagnosis of Alz-
heimer's disease were included.

Did the study avoid inappropriate
exclusions? Yes. Patients were ex-
cluded who did not have a reasona-
ble standard of spoken English, or
suffered from severe expressive/re-
ceptive dysphasia.

Were the index test results inter-
preted without knowledge of the
results of the reference standard?
Yes. Index tests (semi-structured in-
terview) and reference standard (Mini
Mental State Examination) were ad-
ministered by different assessors. It
was reported that the assessors of
capacity were blinded to the partici-
pants' Mini Mental State Examination
score.

If a threshold was used, was it pre-
specified? No. Not pre-specified,
only mentioned the following in the
analysis. ROC analysis showed that
optimal sensitivity and specificity
were obtained using a cut-off Mini
Mental State Examination score of
18.

Both index test and reference stand-
ard were done by separate individu-
als and different timings.

Was the interval between index
test and reference standard appro-
priate? Yes. All participants were first
assessed using the Mini Mental State
Examination, carried out by a consult-
ant psychiatrist. This was followed on
the same morning by a semi-struc-
tured interview designed to assess
capacity to create an Enduring Power
of Attorney.

Did all patients receive the same
reference standard? Did all pa-
tients get the diagnostic test and
the reference standard? Yes.

Were all patients included in the
analysis? Yes.

Are the sensitivity and specificity
and/or likelihood ratios presented
or are the results presented in
such a way that we can work them
out? Yes. Optimal sensitivity and
specificity were obtained using a cut-
off Mini Mental State Examination
score of 18: sensitivity 86.2% (95%
Cl 67.4 - 95.5), specificity 82.2%
(95% CI 67.4 - 91.5). Positive predic-
tive value 75.8% (95% CI 57 - 88%),
Negative predictive value 90.2%
(95% CI 76 - 97%). Likelihood ratio
for a positive result (LR+ve) = 4.84
(95% CI 2.54 - 9.24) likelihood ratio
for a negative result (LR-ve) =0.16

capacity and assessment of mental
capacity is 1 of the guideline ques-
tion. This study is about assessing
patients with Alzheimer's disease ca-
pacity to create an Enduring Power of
Attorney as well as the predictors and
factors of patient's capacity.

Is the study population the same
as at least one of the groups cov-
ered by the guideline? Yes. Study
population were people with Alzhei-
mer's disease.

Is the study setting the same as at
least one of the settings covered
by the guideline? Yes. Participants
were recruited from 2 old age psychi-
atry consultant teams based at the
Queen Elizabeth Psychiatric Hospital,
Birmingham, UK.

Does the study relate to at least
one of the activities covered by the
guideline? Yes. The study focuses
on the assessment of patients with
Alzheimer's disease capacity to cre-
ate an Enduring Power of Attorney as
well as the predictors and factors of
patient's capacity.

Does the index test, its conduct, or
interpretation differ from the re-
view question? No. Review ques-
tion does not specify any particular
tool; however, all tools/ tests that as-
sess the ability of adults who lack
mental capacity to make decisions
could be included. The index test is a
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Internal validity — approach and
sample.

Internal validity — performance and
analysis.

External validity.

Validity ratings.

Were the methods for performing
the test described in sufficient de-
tail? Yes. The study reports the tim-
ing of the test, assessor, method of
data collection, and resolving disa-
greements and the items of the tool.

(95% CI1 0.06 - 0.42).

How sure are we about the results,
consequences and cost of alterna-
tives performed? Yes. The study re-
ported confidence intervals.

Is the disease status of the tested
population clearly described?
(spectrum bias) Yes. All participants
with a DSM-1V diagnosis of Alzhei-
mer's disease. Twenty patients (27%)
were classed as suffering from se-
vere cognitive impairment, 27
(36.5%) were moderate and 27
(36.5%) mildly cognitively impaired.

semi-structured interview designed to
assess the capacity to create an En-
during Power of Attorney.

Does the target condition as de-
fined by the reference standard
match the question? Yes. The tar-
get condition in the study is patients
with Alzheimer's disease which
matches the review question.

Can the test be applied to your pa-
tient or population of interest?
Yes. Although the interview used to
assess capacity (index test) had not
been validated, there was a high level
of agreement between raters, and the
use of the semi-structured interview
made the capacity assessment as
close as possible to the methods
used in clinical practice. The Mini
Mental State Examination (reference
standard in the study) could be used
as a screening tool to help inform a
clinical capacity assessment in pa-
tients with Alzheimer's disease. How-
ever, given the complex nature of ca-
pacity, Mini Mental State Examination
score should not be used in isolation,
and individual assessment of the pa-
tient should always be undertaken
where possible.

Does the study have a UK perspec-
tive? Yes. The study was conducted
in the United Kingdom.
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5. Lai JM, Gill TM, Cooney LM et al. (2008) Everyday decision-making ability in older persons with cognitive impairment. American Journal of Geriatric

Psychiatry 16: 693—696

Internal validity — approach and
sample.

Internal validity — performance and
analysis.

External validity.

Validity ratings.

Study aim: To demonstrate the relia-
bility and validity of the Assessment
of Capacity for Everyday Decision-
Making, an instrument to evaluate
everyday decision-making.

Methodology: Cross-sectional — this
is a cross-sectional study to assess
the reliability and validity of an instru-
ment. The study has been critically
appraised using a checklist for diag-
nostic accuracy studies (a modified
version of the QUADAS-2 tool), as
recommended in the NICE methods
manual.

Was a consecutive or random
sample of patients enrolled? No.
Sampling techniques are not reported
specifically but from the description
provided it can be assumed that pur-
posive sampling was used.

Did the study avoid inappropriate
exclusions? No. Persons with un-
treated depression, active psychosis,
or delirium were excluded.

Were the index test results inter-
preted without knowledge of the
results of the reference standard?
Yes. The index test interviewer was
blinded to the participants' cognitive
testing and MacArthur Competence
Assessment Tool-Treatment inter-
view, which is the reference standard.

Is the reference standard likely to
correctly classify the target condi-
tion? Yes. The reference standard
used in the study is a modified ver-
sion of the MacArthur Competency
Assessment Tool for Treatment Mac-
Arthur Competence Assessment
Tool-Treatment to assess the capac-
ity of participants to make a decision
about taking a medicine that could
slow the progression of memory loss.
This has been validated in persons
with very mild to moderate severity
Alzheimer disease.

Were the reference standard re-
sults interpreted without
knowledge of the results of the in-
dex test? Partly. A research assis-
tant administered the MacArthur
Competence Assessment Tool-Treat-
ment (reference standard) and was
blinded to the initial Assessment of
Capacity for Everyday Decision-Mak-
ing interviews (index test). However,
they performed an additional Assess-
ment of Capacity for Everyday Deci-
sion-Making interview in a patient
subset.

Was the interval between index
test and reference standard appro-
priate? No. Not reported.

Did all patients receive the same
reference standard? Did all pa-
tients get the diagnostic test and

Does the study’s research ques-
tion match the review question?
Yes. The review question focuses on
assessment of mental capacity and
the study explores the everyday deci-
sion-making ability of older persons
with cognitive impairment.

Has the study dealt appropriately
with any ethical concerns? Yes.
All participants provided informed
consent (or a proxy provided assent
when required). The Yale University
Human Investigation Committee ap-
proved the study.

Were service users involved in the
study? Not reported.

Is there a clear focus on the guide-
line topic? Yes.

Is the study population the same
as at least one of the groups cov-
ered by the guideline? Yes.

Is the study setting the same as at
least one of the settings covered
by the guideline? Yes. Data collec-
tion of the study occurred in clinics or
the participant's home.

Does the study relate to at least
one of the activities covered by the
guideline? Yes. The review question
focuses on assessment of mental ca-
pacity and the study explores the

Overall assessment of internal va-
lidity: +

Overall assessment of external va-
lidity: ++
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Internal validity — approach and
sample.

Internal validity — performance and
analysis.

External validity.

Validity ratings.

If a threshold was used, was it pre-
specified? Not applicable. It is not
reported whether a threshold was
used.

Were the methods for performing
the test described in sufficient de-
tail? Partly. The detailed administra-
tion of the test is not described in the
article; however, the authors note that
copies of the test are available upon
request.

the reference standard? Yes. All 39
patients received the same reference
standard (modified version of the
MacArthur Competency Assessment
Tool for Treatment).

Were all patients included in the
analysis? Yes. All 39 patients in-
cluded in the analysis.

Are the sensitivity and specificity
and/or likelihood ratios presented
or are the results presented in
such a way that we can work them
out? Not applicable (non-binary
data). For reliability — intraclass corre-
lation coefficient and internal con-
sistency reliability with a Cronbach al-
pha. For validity — Spearman’s rank
correlation coefficient was used in the
study.

How sure are we about the results,
consequences and cost of alterna-
tives performed? Partly. Authors re-
ported inter-scorer reliability by intra-
class correlation coefficient and inter-
nal consistency by Cronbach alpha
which provides a reasonable insight
into reliability. To examine validity,
the authors used the Spearman's
rank correlation coefficient to evalu-
ate associations between index tests
(Assessment of Capacity for Every-
day Decision-Making ability scores)
and demographic characteristics,
cognition, and the MacArthur Compe-
tence Assessment Tool-Treatment
ability measures.

everyday decision-making ability of
older persons with cognitive impair-
ment.

Does the index test, its conduct, or
interpretation differ from the re-
view question? No. The review
question is about general assess-
ment of mental capacity which in-
cludes assessment forms, protocols,
tests etc. The index test in the study
is a tool called The Assessment of
Capacity for Everyday Decision-mak-
ing instrument and uses a semi-struc-
tured interview format to assess 4 de-
cision-making abilities: understand-
ing, appreciation, reasoning, and ex-
pressing a choice.

Does the target condition as de-
fined by the reference standard
match the question? Yes. The tar-
get condition in the study is the deci-
sion-making capacity and to measure
everyday decision-making capacity of
older persons with cognitive impair-
ment which matches the review ques-
tion.

Can the test be applied to your pa-
tient or population of interest?
Yes. The guideline includes people
above 16 years with diverse condi-
tions whose capacity to make specific
decisions about care needs to be as-
sessed. The study which is about
measurement of decision-making ca-
pacity of older people with cognitive
impairment could be applied.
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Internal validity — approach and
sample.

Internal validity — performance and
analysis.

External validity.

Validity ratings.

Is the disease status of the tested
population clearly described?
(spectrum bias) Yes. Participants
were divided into 3 Mini Mental State
Examination (Folstein et al. 1975) de-
fined categories: very mild (25 to 30),
mild (20 to 24), and moderate (12 to
19) impairment. Thirty-six of the 39
(92%) participants had a diagnosis
(50% Alzheimer's disease, 3% vascu-
lar dementia, and 47% unspecified
type), and 3 had mild cognitive im-
pairment.

Does the study have a UK perspec-
tive? No. The study was conducted
in the United States.

6. Mills W, Regev T, Kunik M et al. (2014) Making and Executing Decisions for Safe and Independent Living (MED-SAIL): development and validation
of a brief screening tool. American Journal of Geriatric Psychiatry 22: 285-293

Internal validity — approach and
sample.

Internal validity — performance and
analysis.

External validity.

Validity ratings.

Study aim: The purpose of the study
was to describe the development and
preliminary validation of the Making
and Executing Decisions for Safe and
Independent Living (MED-SAIL), a
brief screening tool for capacity to live
safely and independently in the com-
munity.

Methodology: Prospective prelimi-
nary validation study. The study has
been critically appraised using a
checklist for diagnostic accuracy
studies (a modified version of the
QUADAS-2 tool), as recommended in
the NICE methods manual.

Was a consecutive or random
sample of patients enrolled? No.

Is the reference standard likely to
correctly classify the target condi-
tion? Yes. The study used 5 stand-
ardised measures, which are in-
cluded in the criterion standard ca-
pacity assessment, and could be con-
sidered as reference standard. Each
test had a different focus as de-
scribed below 1.The St. Louis Univer-
sity Mental Status Examination — to
identify a diagnosis of mild neurocog-
nitive disorder 2. The Patient Health
Questionnaire — based on the DSM-
IV diagnostic criteria for major de-
pressive disorder. 3. Independent Liv-
ing Scales to determine the respond-
ent's knowledge of information, ability
to perform self-care tasks, and care
for property; 4 and 5 — Activities of

Does the study’s research ques-
tion match the review question?
Yes. The review question focuses on
assessment of mental capacity and
the study is details the development
and validation of a brief screening
tool (MED -SAIL) for capacity to live
safely and independently in the com-
munity for older adults.

Has the study dealt appropriately
with any ethical concerns? Yes.
This study was approved by institu-
tional review boards at Baylor Col-
lege of Medicine, Harris County Hos-
pital District, and the Michael E.
DeBakey Veterans Affairs Medical
Center.

Overall assessment of internal va-
lidity: ++

Overall assessment of external va-
lidity: ++
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Internal validity — approach and
sample.

Internal validity — performance and
analysis.

External validity.

Validity ratings.

Over a 2-year period, MED-SAIL was
administered to 49 participants as
part of routine care for patients re-
ferred to the clinic's existing compre-
hensive capacity evaluation program.

Did the study avoid inappropriate
exclusions? Yes.

Were the index test results inter-
preted without knowledge of the
results of the reference standard?
Yes. The MED-SAIL administrator
was not aware of the capacity deter-
mination at the time of assessment.

If a threshold 