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Introduction

» Tofacitinib is an oral small molecule Janus kinase inhibitor for the treatment of UC

» Tofacitinib induction treatment has been shown to improve work productivity in patients
with UC. However, the relationship between HRQoL and work productivity in the
tofacitinib OCTAVE clinical program has not been described

Objective

» To evaluate the relationship between the IBDQ and WPAI-UC score among patients with
UC in the Phase 3 studies evaluating tofacitinib as induction or maintenance therapy for
UC (OCTAVE Induction 1 and 2 [NCT01465763, NCT01458951] and OCTAVE Sustain
[NCT01458574])

Methods

Endpoints

» The 32-item IBDQ' was used to measure disease-related quality of life; higher scores
indicate better HRQoL (Table 1)

Table 1. Breakdown of IBDQ total score

IBDQ total score
(32-224 points)

Bowel domain ‘ Emotional domain

(12—84 points)

Systemic domain

(10-70 points) (5-35 points)

Social domain
(5-35 points)

» The WPAI-UC? is a self-administered six-item survey that generates four components:
absenteeism (work time missed), presenteeism (impairment while working), work
productivity loss (overall work impairment from both absenteeism and presenteeism),
and activity impairment (non-work activity impairment)

— WPAI component scores are expressed as percentages, with higher percentages
indicating greater impairment and less productivity

— Work productivity loss encapsulates both absenteeism and presenteeism and is thus
the most comprehensive WPAI-UC component representing overall work impairment

Statistical analysis

» Relationships between the IBDQ (total and domain scores) and WPAI-UC components
were estimated using a repeated-measures longitudinal model in which IBDQ domain
score was a continuous anchor and WPAI-UC was the outcome (ie, a linear
relationship was imposed between the outcome and anchor)

» In sensitivity analyses, IBDQ domain score was used as a categorical anchor to assess
the linearity assumption (which did not impose any functional relationship between
outcome and anchor)

» Analyses used all available pooled data from patients receiving tofacitinib or PBO
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Results

Relationships between the IBDQ and WPAI-UC

» Relationships between IBDQ total score and WPAI-UC components were very similar
when using the IBDQ total score as a continuous anchor, compared with a categorical
anchor, supporting the linearity assumption (representative data for the relationship
between WPAI-UC components and IBDQ total score are presented in Figure 1; the
same pattern of results was observed for all WPAI-UC components and IBDQ domains)

» The relationships between IBDQ total score and work productivity loss, activity impairment
and presenteeism were robust; the relationship with absenteeism was weak (Figure 2a).
The relationships between individual IBDQ domains and WPAI-UC components were
also robust; the relationship with absenteeism was weak (Figures 2b-e)

» The improvement in WPAI-UC components for every 1- or 16-point increase in HRQoL
as measured by the IBDQ total score (32-224) is shown in Table 2

Figure 1. Estimated relationships between IBDQ total score as a continuous or categorical anchor

and the four WPAI-UC components
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Table 2. Mean percentage point improvement (least squares mean, % [95% CI]) in WPAI-UC

components associated with 1- or 16-point increases in IBDQ total score

)

WPAI-UC component (percentage points)

Presenteeism Work productivity _ Activity
loss impairment

IBDQ total score 0.22 0.50 0.50 0.55
1 point (0.20,0.24 (0.48, 0.52) (0.47, 0.52) (0.53, 0.56)
IBDQ total score 3.49 8.06 7.93 8.75
16 pointsa (3.17, 3.81) (7.75, 8.36) (7.50, 8.35) (8.53, 8.97)

aA 16-point change equals the minimal clinically important difference?®

Acknowledgments

These studies were sponsored by Pfizer. The authors would like to thank the patients, investigators and study
teams involved in the tofacitinib UC clinical program. Medical writing support, under the direction of the authors,
was provided by Caitlin Duncan, PhD, CMC Connect, a division of IPG Health Medical Communications, and was
funded by Pfizer, New York, NY, USA, in accordance with Good Publication Practice (GPP 2022) guidelines.

Figure 2. Estimated relationships between IBDQ total score or the four individual IBDQ domain
scores as a continuous anchor and the four WPAI-UC components
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These data included 614 patients from OCTAVE Induction 1 (PBO, N=122; tofacitinib 10 mg BID, N=476; tofacitinib 15 mg BID, N=16),

547 patients from OCTAVE Induction 2 (PBO, N=112; tofacitinib 10 mg BID, N=429; tofacitinib 15 mg BID, N=6), and 593 patients from
OCTAVE Sustain who were clinical responders in the induction studies and were re-randomized (PBO, N=198; tofacitinib 5 mg BID, N=198;
tofacitinib 10 mg BID, N=197)
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Reference to other presentations

The inter-relationships among treatment, Mayo index components, or IBDQ domains,
and WPAI-UC have also been assessed in patients with UC from OCTAVE Induction 1
and 2. These data are presented in B0410 and B0411.




