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Table 1. Proportions and Rates of LDA/sustained LDA by Treatment Group
csDMARD-IR pts?

bDMARD-IR pts®

Pts achieving CDAI <10 PBO  Bari Bari PBO  Bari Bari
2mg 4mg 2mg 4mg
Time # of visits Category N=228 N=229 N=227 N=176 N=174 N=177
Original study (24 wks) >1 % 447 607 656 267 39.7 486
i-rate 12.06 1879 2150 6.36 10.08 13.38
>2 % 32.0 48.5 52.9 15.9 28.7 35.6
i-rate 732 1211 1395 3.50 6.42 8.29
Original study + LTE >1 % 56.6 70.7 71.4 39.8 47.7 53.1
i-rate 493 814 940 285 381 485
>2 % 48.2 61.6 61.2 27.8 39.1 441

i-rate 341 533 578 166 257 3.13

Pts were defined as responders if they met the response criterion within the stated time frame,
prior to any rescue or discontinuation. % = percent of pts meeting response criteria; >2 = at least
2 consecutive visits with CDAI <10; i-rate = exposure-adjusted incidence rate (% pts/month); N
= number of randomised and treated pts; PBO = placebo treated pts in original study, Bari 4 mg
treated pts in LTE. #RA-BUILD, °RA-BEACON.

[2] Genovese M et al. N Engl J Med 2016; 374(13):1243-52.
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FRIO090 | ANALYSIS OF NEUTROPHILS, LYMPHOCYTES, AND
PLATELETS IN POOLED PHASE 2 AND PHASE 3 STUDIES OF
BARICITINIB FOR RHEUMATOID ARTHRITIS

J. Kremer ', TW.J. Huizinga?, L. Chen?, C.G. Saifan®, M. Issa®, S.L. Witt3,
C.D. Walls®, I. de la Torre ®. " Albany Medical College, New York, United States;
2L eiden University Medical Center, Leiden, Netherlands; 3Eli Lilly and Company,
Indianapolis, United States

Background: Rheumatoid arthritis (RA) is associated with increased neutrophil
levels' and platelet? counts and decreased lymphocyte levels.'? Baricitinib (bari)
is a selective and reversible Janus kinase (JAK)1/JAK2 inhibitor in development
for patients (pts) with moderate to severe RA.*

Objectives: To characterize changes in absolute neutrophil counts (ANC),
absolute leukocyte counts (ALC), and platelet counts following once daily oral
administration of bari.

Methods: Data were pooled from 6 placebo-controlled phase 2 and 3 studies of
bari (2 and 4 mg). Changes in ANC, ALC, and platelets were evaluated for up to
52 weeks (wks) including data from a long-term extension study. Reversibility was
evaluated in a subgroup of pts who discontinued treatment by wk 24.

Results: Mean ANC decreased within 1 month of administration of bari, followed
by stabilization and an increase to baseline after treatment discontinuation (Figure
1). ANC <1000 cells/mm? were reported in <1% of pts, and 2 bari-treated pts
(0.1%) reported permanent discontinuation of study drug due to neutropenia.
Incidence of neutropenia was not associated with higher risk of overall or serious
infections (Table 1).

Mean ALC increased within 1 month of bari administration and then decreased to
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Figure 1: Longitudinal Profiles of Neutrophils, Lymphocytes, and Platelets
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baseline level in wks 12 to 24 (Figure 1). Lymphopenia appeared to be associated
with slightly higher rate of overall infections (Table 1).

Mean platelet counts increased to peak at wk 2, returned towards baseline,
stabilized over time, and returned to baseline after treatment discontinuation
(Figure 1). Permanent study drug discontinuations from thrombocytosis occurred
in 2 bari-treated pts (0.1%). No clear association between platelet increase and
thromboembolic events was observed.

Conclusions: Treatment with bari was associated with a decrease in ANC and
an increase in ALC and platelets, which stabilized over time and returned to
baseline with prolonged treatment (ALC) or treatment discontinuation (ANC and
platelets). No associations between ANC decrease and infections or between
thrombocytosis and thromboembolic events were observed.
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FRI0091 | PATIENT-PROVIDER DISCORDANCE MAY BE ASSOCIATED
WITH INCREASED RISK OF SUBSEQUENT FLARES IN
PATIENTS WITH RHEUMATOID ARTHRITIS

E. Myasoedova, C.S. Crowson, K. McCarthy-Fruin, E.L. Matteson, J.M. Davis llI.
Rheumatology, Mayo Clinic College of Medicine and Science, Rochester, MN,
United States

Background: Patient-provider discordance in assessment of disease status has
been linked to lower patient satisfaction with potential implications on patient
compliance and outcomes of care. Global assessment (GA) of disease activity in
rheumatoid arthritis (RA) is discordant between patient and provider in about one
third of cases. Prospective studies evaluating the implications of patient-provider
discordance on RA disease course are lacking.

Abstract FRI0090 — Table 1. Infection by Worst Neutropenia and Lymphopenia CTCAE Grade in Placebo-Controlled Period up to Week 24

Placebo Baricitinib 4-mg
Total Pts Pts (%) with Overall Infection Pts (%) with Serious Infection Total Pts Pts (%) with Overall Infection Pts (%) with Serious Infection

Neutropenia CTCAE Grade

0 (=2x10° cells/L) 985 279 (28.3) (1.6) 853 313 (36.7) 13 (1.5)

1 (<2 and >1.5x10° cells/L) 34 10 (29.4) 0 74 32 (43.2) 1(1.4)

2 (<1.5and >1.0x10° cells/L) 9 0 0 27 11 (40.7) 0

3 (<1.0 and >0.5x10° cells/L) 1 1(100.0)' 0 3 1(33.3)? 0

4 (<0.5x10° cells/L) 0 0 0 0 0 0
Lymphopenia CTCAE Grade

0 (>1.1x10%ells/L) 710 201 (28.3) 12(1.7) 704 246 (34.9) 8 (1.1)

1 (<1.1 and >0.8x10° cells/L) 233 65 (27.9) (0.9) 205 81 (39.5) 2(1.0)

2 (<0.8 and >0.5x10° cells/L) 103 30 (29.1) (1.0) 71 31 (43.7) 3(4.2)

3 (<0.5 and >0.2x10° cells/L) 13 3(23.1) (7.7) 8 4 (50.0) 1(12.5)

4 (<0.2x10° cells/L) 0 0 0 0 0 0

CTCAE=common terminology criteria for adverse events; pts = patients. ' Upper respiratory tract; 2Pharyngitis.



