P . 7
university of :7’%//4
groningen ?',,g’z,, University Medical Center Groningen

i

University of Groningen

Minimal important difference of change in patient-specific goals in severe emphysema
patients

Hartman, Jorine E; Klooster, Karin; Koster, T David; van Dijk, Marlies; Slebos, Dirk-Jan

Published in:
ERJ Open Research

DOI:
10.1183/23120541.00459-2020

IMPORTANT NOTE: You are advised to consult the publisher's version (publisher's PDF) if you wish to cite from
it. Please check the document version below.

Document Version
Publisher's PDF, also known as Version of record

Publication date:
2020

Link to publication in University of Groningen/UMCG research database

Citation for published version (APA):

Hartman, J. E., Klooster, K., Koster, T. D., van Dijk, M., & Slebos, D-J. (2020). Minimal important difference
of change in patient-specific goals in severe emphysema patients. ERJ Open Research, 6(4), [00459-
2020]. https://doi.org/10.1183/23120541.00459-2020

Copyright
Other than for strictly personal use, it is not permitted to download or to forward/distribute the text or part of it without the consent of the
author(s) and/or copyright holder(s), unless the work is under an open content license (like Creative Commons).

The publication may also be distributed here under the terms of Article 25fa of the Dutch Copyright Act, indicated by the “Taverne” license.
More information can be found on the University of Groningen website: https://www.rug.nl/library/open-access/self-archiving-pure/taverne-
amendment.

Take-down policy
If you believe that this document breaches copyright please contact us providing details, and we will remove access to the work immediately
and investigate your claim.

Downloaded from the University of Groningen/UMCG research database (Pure): http://www.rug.nl/research/portal. For technical reasons the
number of authors shown on this cover page is limited to 10 maximum.


https://doi.org/10.1183/23120541.00459-2020
https://research.rug.nl/en/publications/1df7c2f0-6c14-47d8-962c-3117b0c2d765
https://doi.org/10.1183/23120541.00459-2020

ERJ

open
research

3

EUROPEAN
RESPIRATORY
SOCIETY

every breath counts

CrossMark ORIGINAL RESEARCH LETTER

&click for updates

Minimal important difference of change
in patient-specific goals in severe
emphysema patients

To the Editor:

Next to clinical response, it is important to include patient-reported outcomes in clinical research to
evaluate the treatment effect from a patient’s perspective. One example of an important patient-reported
outcome is a change in the patient’s own specific treatment goals. A questionnaire that can be used to
evaluate this outcome is the “patient-specific-complaints (PSC) questionnaire”, in which patients can
report their three personal most important treatment goals and rate the difficulty to perform this activity
on a scale from 0-10 [1]. This questionnaire provides insight not only in the patient’s own goals when
undergoing a specific treatment, but also in the change and possible improvements in individual treatment
goals over time. Previously, we evaluated this questionnaire in a group of COPD patients who underwent
bronchoscopic lung volume reduction treatment with coils and found that the patient’s own reported goals
significantly improved with a decrease of seven points 1 year after treatment [2]. To our knowledge, there
is not yet a minimal important difference (MID) available for this questionnaire. A MID is defined as the
smallest change in outcome that is meaningful or important for the patient [3]. This MID could be
helpful to interpret whether a statistically significant difference is also clinically relevant for the patient.
Therefore, our aim was to establish the MID for change in the patient’s own treatment goals after a
bronchoscopic lung volume reduction treatment measured by the PSC questionnaire.

Patients who underwent a bronchoscopic lung volume reduction treatment using endobronchial valves or
coils in our hospital and who filled out the PSC questionnaire at baseline and follow-up were included in
this analysis. We administered this questionnaire in two studies investigating the coil treatment:
CROSS-OVER-RENEW  (ClinicalTrials.gov identifier: NCT02059057) [2] and REACTION-trial
(ClinicalTrials.gov identifier: NCT02179125); and in one study investigating the endobronchial valve
treatment: the BREATH-registry (ClinicalTrials.gov identifier: NCT02815683). All studies were reviewed by
our medical ethics committee and all patients provided informed consent.

The change in the ability to perform the patient’s own specific treatment goals in term of an activity were
scored by the PSC. This is a Dutch questionnaire originally developed for lower back pain [1], but also
similar to the patient-specific functional scale [4]. Due to its simplicity the questionnaire can be used for
all kinds of treatments. Patients report three personal specific treatment goals on the questionnaire and
rate using a numeric rating scale from 0-10 how difficult it was to perform the activity. A score of “0”
indicates no difficulty at all to perform the activity, whereas a score of “10” indicates it is impossible to
perform. The outcome for the MID analysis was the sum score of the three activities (range 0-30, see
questionnaire example in figure la). Patients scored the questionnaire before treatment and 3 months
(REACTION-study) or 12 months (CROSS-OVER-RENEW and BREATH studies) after treatment.
Furthermore, patients performed body plethysmography and spirometry according to the European
Respiratory Society/American Thoracic Society (ATS) guidelines [5, 6], a 6-min walking distance(6MWD)
test according to the ATS guidelines [7] and filled out the St George’s respiratory questionnaire (SGRQ)
[8] before and after treatment.
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Change in patient’s personal treatment goals is an important patient-reported outcome and can
be measured by the patient-specific complaints (PSC) questionnaire. This paper establishes the
MID for this questionnaire as —5.9 points. https:/bit.ly/3kwvWKM
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Instruction

Please report the 3 for you most important activities that you hope will change after
treatment. Furthermore, indicate on the scale below per activity, how difficult it was to
perform this activity in the past week.

Activity 1:_Jtaiking

How difficult was it to perform this activity in the past week?

Easy to perform 0 1 2 3 4 5 @ 7 8 9 10 impossible to perform

Activity 2. Hovusehold choves

How difficult was it to perform this activity in the past week?

Easy to perform 0 1 2 3 4 5 6 79 10 impossible to perform

Activity 3 Shopping

How difficult was it to perform this activity in the past week?

Easy to perform 01 2 3 4 5 6 7 8 (9)10 impossibleto perform

SUMSCORE: Total of the 3 activities, range 0-30
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FIGURE 1 a) Example of the patient-specific complaints questionnaire (PSC). b-e] Scatterplots of change in
PSC with change in anchors and estimated minimal important difference (MID) (95% CI) per anchor. b)
Association between change in PSC and change in forced expiratory volume in 1s (FEV;). c] Association
between change in PSC and change in residual volume (RV). d) Association between change in PSC and
change in 6-min walking distance (6MWD). e) Association between change in PSC and change in St George’s
Respiratory Questionnaire (SGRQ). r=Pearson correlation coefficient.
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We used the anchor-based method to calculate the MID. This method compares the change in the
outcome measure with an earlier established MID of another clinical outcome (“the anchor”). The anchors
chosen for this analysis were: residual volume (RV) (430 mL [9]), forced expiratory volume in 1s (FEV;)
(100 mL [10]), 6MWD (26 m [11]) and SGRQ total score (7.1 points [12]). First, we calculated the
Pearson correlation coefficient between the change in PSC questionnaire and the change in the various
anchors, as there needs to be an appropriate association for an anchor to be used. We accepted a
statistically significant (p<0.05) correlation coefficient of >0.3 in line with reference [13]. In cases where
the anchor had an appropriate association, we performed a linear regression analysis with the change in
PSC as dependent variable and the change in anchor as the independent variable. To calculate the MID
per anchor we entered the MID of the anchor in the regression equation. The final MID was the average
of all the MIDs calculated by the different anchors. All statistical analyses were performed using IBM SPSS
Statistics version 23 (IBM Corp., Armonk, NY, USA).

In total 123 patients filled out the PSC questionnaire at baseline and follow-up and were included (28%
male, mean age 62 years, FEV; 28% of predicted, RV 237% of predicted, 6MWD 326 m). 35 patients
(28%) underwent the coil treatment (CROSS-OVER-RENEW and REACTION-trial) and 88 patients
(72%) underwent the endobronchial valve treatment (BREATH-registry). The PSC-sum score significantly
improved after treatment from 23.5 to 17.0 (mean change 6.5, p<0.001).

In figure 1b-e scatterplots are shown of the association between the change in PSC-sum score and the
four different anchor variables, including the Pearson correlation coefficient and established MIDs. All
anchors were significantly associated with a correlation coefficient above 0.3. The MID estimates derived
from the linear regression equation were FEV;: —6.17, RV: —5.97, SGRQ: —5.41 and 6MWD: —6.08,
leading to an mean MID of —5.91.

So to summarise, we established the MID for measuring change in a patient’s own reported treatment
goals by using the PSC questionnaire sum score, with an MID of —5.91 points.

The questionnaire we used is not a well-known questionnaire. However, the concept of the questionnaire is
really simple, which is probably why two similar questionnaires already exist [1, 4]. Practically, the
questionnaire consists of three self-reported goals in terms of an activity and the scoring of the difficulty
of these activities on a numeric rating scale of 0-10. In our opinion, the questionnaire can be applied to
evaluate various treatments. Furthermore, we believe that a patient’s personal treatment goals and whether
these actually improve after treatment are clinically relevant outcomes. Patient-reported outcomes should
be included more in clinical research and this questionnaire could be one of them.

Although the questionnaire is applicable for different treatments and patient populations, we believe our
established MID is not. For example, TroosTers [14] showed that different interventions can have different
effects on the relationship between the “anchor” and the dependent outcome, in this example the SGRQ
total score. This can be caused by the effect size of different treatments and subsequently the results
patients expect of the treatment. Therefore, we suppose this MID is primarily calculated for patients who
undergo a bronchoscopic lung volume reduction treatment and further research will be needed to show
whether this MID is generalisable to other treatments or not.

The REACTION-trial had a shorter follow-up compared to the other trials, 3 months versus 12 months.
This could have influenced the results since an MID could be different for the short term versus the longer
term, as has been demonstrated for the MID for the SGRQ established by WELLING et al. [12] in patients
with severe COPD undergoing bronchoscopic lung volume reduction. However, when we performed the
analysis without patients from the REACTION-trial there was no difference in the established MID. We
therefore decided to include all patients.

In conclusion, we established the MID for the evaluation of patient-specific treatment goals in COPD
patients after a bronchoscopic lung volume reduction treatment measured by the PSC questionnaire for
the first time. The established MID is —59 points and this could be useful for evaluating the
meaningfulness of reported changes using this questionnaire and potentially for power calculation for
future efficacy studies in this patient group.
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