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TO develop and eval uate s P RO to Grade 1 Grade 2 Grade 3 Grade 4 Grade 5
Increase <4 stools |Increase 4-6 Increase >7 Life-threatening |Death
asSsess tre atm en t_ re I ate d d | a rrh oea per day over stools per day stools per day consequences;
_ _ baseline; mild over baseline; over baseline; urgent
fro M a p at| en t, S p ers p e Ct IVe. increase in ostomy | moderate incontinence; intervention
output compared |increase in hospitalization |indicated
to baseline ostomy output |indicated; severe
compared to increase in
baseline ostomy output
compared to
baseline; limiting
self-care ADL

Treatment-related diarrhoea is
debilitating and may cause dose-

_ £ = Review of literature and existing PROs

reduction or non-adherence.’ S 2 ,
_ s 3 Selection of key concepts to be assessed
Up to 50% of patients have = grade £ & T
: : . o i i

3 diarrhoea (Table 1), resulting in g3 (10-item version, open/closed Qs, 2 formats)
poor QoL.?3
Accurate reporting is essential for Cognitive debriefing: n=12, healthy

volunteers and patients

good management, but usually done
by clinicians only using the NCI-
CTCAE.

Low agreement between patient and
clinician reporting highlights the
need for a new PRO.4

Corrections: 9-1tem version
(stool volume item removed)

Cognitive debriefing: n=6, healthy volunteers

Collection normative data on bowel habits
(DMD items 1-3): n=81, healthy volunteers
(10 items, open/closed Qs, 2 formats)

Evaluation and adaptation

Development international 8-item version
(free-text box removed)

Pre-test in cancer patients on chemotherapy:
n=9, baseline and 3 weeks of follow-up

con St ru Ct| on Of th e pregiminary evaluation in
. : metastatic breast cancer patients
D |a rrh oea M an ag eme nt D |a ry ( D IVI D ) receiving lapatinib and capI:acitabine

using an iterative process of

instrument development (Figure 1).
evaluation of the DMD in

an international RCT for women with

. . . Follow-up® | Wk3 | Wk6 | Wk9 | Wk12 | Wki15 | Wk 18 Wk 21| Wk 24
metastatic breast cancer receiving n=56 | n=54 | n=49 | n=44 | n=42 | n=40 | n=37 | n=35
lapatinib and capecitabine with or R e e e I v B

" " " 5 FACIT-D 114 109 111 112 110 113 115 116
Wltholult ProphyIaCtIC OCtreOtlde' . mean (SD) (19.5) | (20.4) | (21.2) | (21.0) | (25.5) | (22.9) | (22.3) | (20.0)
Sensitivity to change was examined  [ps 38 [36(66)[ 36 | 37 | 37 | 39 | 39 | 38

_ _ mean (SD) (6.8) (7.6) | (5.6) | (7.3) | (58) | (5.4) | (5.6)
using the Functional Assessment of Improvement | 9% 5% 5% 7% 5%) 8% 8% | 12%
. . Stabl % % % % 6% % % 6%
Chronic lliness Therapy for patients | peterioration | 30% | 70% | 72% | 58% | 60% | 53% | 55% | 6%
W|th Diarrhea (FACIT_D) p-value 0.034 | 0.025 | .484 | 0.007 | 0.006 | <0.001| 0.012 | 0.02

* Numbers do not equal 62 due to attrition and incomplete response; DS=diarrhoea subscale
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download the DMD here

content validity was
confirmed in cognitive interviews and
pilot testing (Figure1).
The final 8-item DMD measures
bowel habits (3 items), self-
management strategies (3 items, 4
sub-items) and treatment adherence
(2 items).
Cross-cultural translations were
completed by the FACITtrans group
for 8 languages.

62 women (mean age 57)
were enrolled and completed the
DMD weekly and FACIT-D 3-weekly
for 24 weeks.

Up to 68% reported diarrhoea on the
DMD, 19% at every time point.
Dietary changes (exclusion-, BRAT
diet) were most frequently used as
self-management support.

ltem non-response 0.9%

Missing data was associated with
study discontinuation

Sensitivity to change was good at
//8 time points (Table 2).

A results and initial validation paper
IS under review.

Further evaluation is planned in a
QoL study of women receiving
abemaciclib for locally
advanced/metastatic breast cancer.
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