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Dear Editor,
Addressing risk of bias in service-collected data

In their letter Overcoming the scourge of missing data in psychotherapy trials, Clark and colleagues
raise the issue of missing data and recommend using routinely collected session-by-session data, as
is available in the English National Health Service (NHS) Talking Therapies (previously, Improving
Access to Psychological Therapies) program. Whilst, in principle, we agree with this aspiration, such a

method generates specific threats to data integrity.

Our trial protocol?, published prior to data collection completion, proposed using multiple
imputation rather than replacing missing data with service-collected data. Our reasons were twofold.
First, as is typical in NHS Talking Therapies, service-collected data were typically obtained by
unblinded practitioners who treated trial participants and routinely discussed scores on measures
with participants as part of the intervention. Data collected by unblinded assessors and intervention
providers inflates risk of bias? and using unblinded assessors counters both Cochrane® and CONSORT*
clinical trial criteria. Second, service-collected data was obtained in different ways in different
services, and the timing of the final session varied considerably. Hence, the combination of increased
risk of bias and method collection variance presents challenges to adopting service-collected data as

a method to address missing data.

However, we had ethical approval to access service-collected session-by-session data during the
intervention. When missing Time 1 data (16-week primary end-point) was replaced by the most
recently available service-collected data, missing data was only 3.4%. An exploratory sensitivity
analysis using this revised dataset confirmed the superiority of practitioner-supported MBCT-SH over
practitioner-supported CBT-SH on the primary outcome (PHQ-9) at 16 weeks postrandomization with
a between-group difference of -1.4 points (95%Cl, -2.4 to —-0.3; P = .009; d = -0.34). This result is
almost identical to that arising from the primary, pre-registered analysis yielding a between-group
difference at 16 weeks postrandomization of —1.5 points in favor of practitioner-supported MBCT-SH
(95%Cl, -2.6 to -0.4; P = .009; d = -0.36)°. Whilst we agree that trial data may be more likely to be
missing for people who fared poorly, our re-analysis suggests that this risk is not different between

trial arms.

Although we would welcome efforts to reduce missing data, as we discuss in our article®, we suggest
that session-by-session service-collected data in services such as NHS Talking Therapies serves an
important but different purpose to data collected in clinical trials. The purpose of session-by-session
data in NHS Talking Therapies is to monitor progress and guide and adjust intervention planning®,

and thereby serves a crucial role in improving recovery rates. Collecting these data with high



completion rates and using them to improve recovery rates has been an extraordinary achievement
in NHS Talking Therapies. However, data quality does not meet the blinding standards required of
clinical trials®* where it is essential that data are collected in ways that minimize risk of bias** so that
the most accurate estimates of effects can be determined. For these reasons, we advocate
considerable caution in adopting service-collected data as a strategy to replace missing

psychotherapy trial data.
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