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the case, a good start might be the consistent enforcement of
existing rules. The British Journal of Anaesthesia already pro-
vides in its Instructions to Authors www.journals.elsevier.
com/british-journal-of-anaesthesia, a comprehensive check-
list for elements to be considered in discussion. This could be
expanded to become a reporting template along the lines of
the widely used Structured Abstracts presented in the IMRaD
format. In parallel, reviewers could be tasked with using the
same set of discussion headings, thereby ensuring a consis-
tent approach. We already have a Consolidated Standards of
Reporting Trials (CONSORT) statement, checklist, and flow-
chart for reporting clinical trials www.consort-statement.org,
Preferred Reporting Items for Systematic Reviews and Meta-
Analyses (PRISMA) www.prisma-statement.org, and equiva-
lent guidance in other domains. Volunteer Discussants are
never going to have the time or necessarily the expertise to
reanalyse original data; where appropriate, this could be un-
dertaken by a paid professional statistical reviewer.

Moving up a level, we should consider the use of editorials.
When a peer reviewer reports to the Editor on a submitted
manuscript, there is the option to suggest commissioning an
accompanying editorial. Reviewers can identify manuscripts
whose contents are especially impactful, surprising, or
controversial and the editorialist—if one can be found—draws
out these elements, sets them in a wider context, and suggests
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implications for practice, future research, or the health sys-
tem, as appropriate. Arguably, much of the third-party
perspective proposed for Avidan and colleagues’’ Discussant
is already available from well commissioned editorials. Good
science needs to be published in a timely manner and edito-
rials are therefore often written at pace. A more reflective
analysis with a less pressurised timeline is available from
(hopefully) expert and unbiased editorial reviews, which can
be either commissioned or unsolicited.

Discussion sections do indeed represent the weakest
element of the journal paper and there is certainly scope for
improvement. Perhaps it is time for some experiments?
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Patient-important outcomes and core outcome sets:

Increased attention needed!
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In this issue of British Journal of Anaesthesia, Barnes and col-
leagues’ present consensus definitions of standardised end
points in perioperative medicine for infection and sepsis. The
authors, an international group of experts and trialists in peri-
operative medicine, undertook a systematic review of the
literature to identify reported outcome measures related to
infection or sepsis in clinical trials in the perioperative period.
Of 1857 articles retrieved, 601 were scrutinised, and a total of 255
articles underwent outcome measure extraction. The extracted
outcome measures (including outcome measures not reported
but suggested by authors) were rated as critical, important, or of
limited importance,? and prioritised by the authors according to
relevance using the Delphi method.? Outcomes adjudicated as
critical were subsequently rated and prioritised by the

Doi of original article: doi: 10.1016/j.bja.2019.01.009.

Standardised Endpoints for Perioperative (StEP) trials working
group” according to their validity, reliability, feasibility, and
patient-centredness. After discussion and consensus, a total of
13 outcome measures including accompanying definitions
were proposed as standardised outcomes in clinical trials in
perioperative medicine within infection and sepsis.' The au-
thors are to be congratulated for a very important initiative with
implications for patients, relatives, healthcare systems, and
society.’

Patient-important outcomes

Evidence for the effectiveness of healthcare treatments should
derive from high-quality randomised clinical trials or sys-
tematic reviews of trials that assess outcome measures rele-
vant to patients® (i.e. patient-important outcomes), including
pain, nausea/vomiting, quality of life, postoperative
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Fig 1. Examples of patient-important outcomes that apply to surgical patients.

complications, and survival®® (Fig. 1). This is, however, rarely
the case. Non-patient-centred outcomes (surrogate outcomes)
are often used in clinical trials as substitutes for patient-
important outcomes, including biomarkers, progression-free
survival, vital signs, and radiological or histopathological ex-
aminations.’ In a recent systematic review, patient-
important outcomes in 112 published randomised clinical
trials in critically ill patients were reviewed.' Only 24% of the
primary outcomes and 22% of the secondary outcomes re-
ported were adjudicated as patient-important. Mortality
accounted for the vast majority of both primary and secondary
patient-important outcomes, highlighting the lack of other
patient-important outcomes than mortality (Fig. 1). Accord-
ingly, patient-important outcomes should be prioritised over
surrogate outcomes by trial groups, including within critical
care and perioperative medicine.

The reasons for using surrogate outcomes and not patient-
important outcomes are multiple. In general, surrogate out-
comes are easier to collect and assess, which will result in
shorter trial duration, smaller size, and lower costs.'? Impor-
tantly, meta-epidemiological data suggest that surrogate out-
comes are associated with 40—50% larger treatment effects
than trials reporting patient-important outcomes.'® This has

the imminent risk that ineffective and, in worst cases, harmful
treatments are used and recommended in daily clinical prac-
tice. This has been the case for several drugs,’ including
hydroxyethyl starch.'

Core outcome measures and sets

In 2010 the Core Outcome Measures in Effectiveness Trials
(COMET) initiative was established to develop a standardised
collection of outcomes which should be measured and reported,
as a minimum, in all trials within a specific clinical area.'® The
overall aim of a core outcome set is to contribute to improve-
ments in health and social care by helping patients and the
public, practitioners, and policy makers to make informed de-
cisions about the available healthcare treatments. This is done
through standardisation and harmonisation of outcome
reporting in trials by identifying outcomes perceived funda-
mental for decision making within a specific area.'® Clinical trial
groups are now increasingly developing core outcome sets
within their specific clinical areas, for example within appen-
dicitis," acute respiratory distress syndrome,'® cardiac arrest,’
and now within perioperative medicine* including hip frac-
ture,” renal end points,’’ cancer outcomes,’” pulmonary
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complications,”® and patient comfort.”* Patient and public

involvement is an integrated and prerequisite part in the
development of core outcome sets, as this allows for nuanced
assessments with a focus on patient preferences and views.®
The Standardised Endpoints for Perioperative Medicine work-
ing group® are encouraged to consider patient and public
involvement in future initiatives.

In conclusion, the initiative of the StEP trials working
group” is very welcome and much needed. Along with other
similar initiatives including the COMET initiative,'® this
should serve as an inspiration to other trial groups within
specific clinical areas. Increased attention to patient-
important outcomes and core outcome sets are much
needed.
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