
according to protocol. The peficitinib concentration-time profiles from dos-
ing to 72 h (Fig. 1), extrapolated to infinity (AUCinf), and maximum con-
centration (Cmax) were similar in subjects with normal and mildly impaired
hepatic function; however, AUCinf and Cmax were increased in subjects
with moderate hepatic impairment (Table 2). There was a trend of
greater exposure to H1, H2 and H4 metabolites in subjects with mild or
moderate hepatic impairment, except for H2 in moderate hepatic impair-
ment, although geometric mean ratios versus subjects with normal func-
tion were variable (Table 2). One subject in each group experienced a
total of 5 TEAEs (Table 3), all of which were considered drug-related
except back pain. No serious TEAEs, deaths or clinically significant mean
changes from baseline in clinical laboratory parameters were reported dur-
ing the study.

Conclusion: Peficitinib exposure in subjects with mild hepatic impairment
was similar to that in subjects with normal hepatic function; subjects with
moderate hepatic impairment had greater exposure. A single dose of pefi-
citinib was well tolerated.
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PATIENTS WITH ANAEMIA IN CLINICAL STUDIES OF
TOFACITINIB IN RHEUMATOID ARTHRITIS
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Daniel Aletaha4, Francesca Biondo5, Sander Strengholt6, Jose Luis Rivas7, Carol
A. Connell8, Harry Shi9. 1Inselspital-University Hospital, Bern, Switzerland;
2University Hospital of Geneva, Geneva, Switzerland; 3Hospital Universitario de La
Princesa, Madrid, Spain; 4Medical University of Vienna, Vienna, Austria; 5Pfizer
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Background: Tofacitinib is an oral Janus kinase inhibitor for the treatment
of rheumatoid arthritis (RA).
Objectives: To describe the profile of patients (pts) with RA and clinically
significant anaemia and the impact of treatment with tofacitinib on those
with anaemia.
Methods: In this post hoc analysis, data were pooled from Phase (P)2, P3
and P3b/4 studies across the tofacitinib RA clinical programme. Pts received
tofacitinib 5 or 10 mg twice daily (BID) with/without background conventional
synthetic disease-modifying antirheumatic drugs, or placebo (PBO). Pts with
grade �2 anaemia (G2A; haemoglobin [Hgb] <10 g/dL) at baseline (BL)
were compared with pts without G2A (Hgb �10 g/dL) at BL. Demographic
and BL characteristics, Hgb levels and efficacy (Disease Activity Score in
28 joints, erythrocyte sedimentation rate [DAS28-4(ESR)]) at Month (M)6 and
treatment-emergent adverse events (TEAEs) were summarised descriptively.
Results: The proportion of pts with G2A at BL was similar for tofacitinib
(3.2%, 152 of 4736 pts) and PBO (2.4%, 27 of 1125 pts) groups. Pts
with G2A at BL were more often female, Asian, younger, had never
smoked and had a lower body mass index (BMI) and higher C-reactive
protein (CRP) and ESR vs pts without G2A at BL; RA duration was
generally similar across groups (Table). Tofacitinib seemed to improve
anaemia more rapidly than PBO: in pts with G2A at BL, a lower propor-
tion of those receiving tofacitinib had G2A at M1 and M3 vs those
receiving PBO (48.8% vs 75.0%, respectively, at M1 and 36.1% vs
57.1%, respectively, at M3), while the proportions were similar at M6
(28.9% vs 30.6%, respectively). In pts receiving tofacitinib, mean Hgb lev-
els gradually increased from BL to M6 in those with G2A at BL (1.25 g/
dL change), but were relatively stable in those without G2A at BL (0.15
g/dL change). In tofacitinib-treated pts, DAS28-4(ESR) scores decreased
from BL to M6 by -2.40 in those with G2A at BL and -2.42 in those
without G2A at BL. DAS28-4(ESR) low disease activity (£3.2) rate at M6
was lower in tofacitinib-treated pts with G2A at BL vs those without G2A
at BL (18.3% vs 28.4%, respectively). Among pts receiving tofacitinib,
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those with BL G2A had a higher incidence of TEAEs vs those without
BL G2A in the following MedDRA system organ classes (with incidence
>20% in pts who were either with or without BL G2A): gastrointestinal
disorders (30.9% vs 22.5%, respectively) and infections and infestations
(44.1% vs 39.0%, respectively).
Conclusion: In this post hoc analysis, more pts with BL G2A were
female, Asian, younger, had never smoked, and had lower BMI and ele-
vated ESR and CRP vs those without BL G2A. G2A resolved within 6
months in most pts with RA receiving tofacitinib, while inflammation and
disease activity (assessed by DAS28-4[ESR]) decreased. G2A appeared
to resolve more rapidly in pts receiving tofacitinib vs those receiving
PBO. These data suggest that tofacitinib for the treatment of RA can be
an option for pts who have anaemia, within prescribing guidelines.1
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FRI0163 TIME TO DISCONTINUATION OF TOFACITINAB IN
PATIENTS WITH RHEUMATOID ARTHRITIS WITH AND
WITHOUT METHOTREXATE: RESULTS FROM THE
ONTARIO BEST PRACTICES RESEARCH INITIATIVE
(OBRI) COHORT

Mohammad Movahedi1, Angela Cesta1, LI Xiuying1, Claire Bombardier1,2. 1Toronto
General Research Institute, University Health Network, Ontario Best Practices
Research Initiative, Toronto, Canada; 2University of Toronto, Mount Sinia Hospital,
Rheumatology, Toronto, Canada

Background: Tofacitinib (TOFA) is an oral, small molecule drug which
can be used as an alternative to biologic disease modifying antirheumatic
drugs (bDMARDs) for rheumatoid arthritis (RA) treatment and is pre-
scribed alone or with methotrexate (MTX).
Objectives: We aimed to evaluate the discontinuation rate of this drug,
with and without concurrent MTX, with and without prior biologic use, in
patients with RA using real world data from a Canadian (Ontario) obser-
vational cohort.
Methods: Patients enrolled in the Ontario Best Practices Research Initia-
tive (OBRI) who started TOFA after its approval in Canada (June 2014)
were included in the analysis. Patients were followed from TOFA initiation
until discontinuation, death, lost to follow-up, or last visit, whichever came
first. Time to discontinuation of TOFA, due to any reason, in patients 1)
with or without concurrent MTX use; 2) with or without prior biologic use
was assessed using Kaplan-Meier survival analysis.
Results: Among the 131 patients, 70 (53.4%) received TOFA without
MTX and 61 (46.6%) TOFA with MTX. Mean (SD) age and disease
duration were 60.2 (0.90) years and 13.7 (0.80) years, respectively. The
majority were females (89.3%) and most had prior biologic use history
(74.0%). At baseline, no significant differences in disease activity and
sociodemographic profiles were found between the two groups of patients
with and without concurrent MTX use. Discontinuation was reported in 44
(33.6%) of all TOFA patients with a median survival of 31.3 months.
Overall retention of TOFA at 6, 12 and 24 months was 80.5%, 63.1%
and 53.5% respectively. These findings are very similar to the results
reported from the RHUMADATA registry at ACR 2018.1 Fifteen (34.0%)
patients stopped their TOFA due to non-response/loss of response, 22
(50.0%) due to adverse events, and 7 (16%) due to other reasons.
At 6 and 12 months’ follow-up, more patients remained on TOFA in the
‘TOFA with MTX’ group (88.3% and 73.1%, respectively) compared to the
‘TOFA without MTX” group (73.9% and 54.6%, respectively) (Logrank
p=0.05). There was no significant difference in TOFA discontinuation
between the two groups of patients with and without prior biologic use
(Logrank p=0.77).
Conclusion: We found that half of the RA patients remained on TOFA
31 months after initiation. Patients also stayed on TOFA longer when
they concurrently used MTX compared to TOFA without MTX.
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