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BACKGROUND
■ Baricitinib, an oral, selective 

inhibitor of Janus kinase 
(JAK) 1 and JAK2, is approved 
for the treatment of active 
rheumatoid arthritis (RA) 
in adults1

■ The safety profile of baricitinib in 
RA has remained consistent over 
time and is considered 
acceptable in the context of 
demonstrated efficacy2,3

■ An updated report on the safety 
of baricitinib in 3770 patients with 
exposure for up to 7 years has 
been recently published4

OBJECTIVE
■ To summarize the safety profile 

of baricitinib through up to 8.4 
years of treatment
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ABBREVIATIONS
AE=adverse event; BARI=baricitinib; CI=confidence interval; 
DC=discontinuation; DVT=deep vein thrombosis; 
DVT/PE=deep vein thrombosis and/or pulmonary embolism; 
EAIR=exposure-adjusted incidence rates per 100 patient-
years (exposure time not censored at event); 
GI=gastrointestinal; IR=incidence rates per 100 patient-
years (exposure time censored at event); MACE=major 
adverse cardiovascular event; MD HZ=multidermatomal
herpes zoster; NMSC=non-melanoma skin cancer; 
n/N=number of patients with events/total number of patients; 
Nx=number of patients on treatment; nx/N=adjusted number 
of patients with events/total number of patients/total number 
of patients; OI=opportunistic infection; PBO=placebo; 
PE=pulmonary embolism; PYE=patient-years of exposure; 
RA=rheumatoid arthritis; SAE=serious adverse event; 
TEAE=treatment-emergent adverse event; WHO=World 
Health Organization; wks=weeks

METHODS
Analysis Set

All-BARI-RA

All-BARI-RA studiesa

(1 Phase 1, 3 Phase 2, and 5 Phase 3 studies
+ Long-term Extension study)

Phase 1
▪ JADB (I4V-MC-JADB)
Phase 2
▪ JADA (NCT01185353)
▪ JADC (NCT00902486)
▪ JADN (NCT01469013) 
Phase 3
▪ RA-BEAM (JADV [NCT01710358])
▪ RA-BEACON (JADW [NCT01721044])
▪ RA-BUILD (JADX [NCT01721057])
▪ RA-BEGIN (JADZ [NCT01711359])
▪ RA-BALANCE (JAGS [NCT02265705])
Long-term extension
▪ RA-BEYOND (JADY [NCT01885078])b

CONCLUSIONS
■ In the All-BARI-RA analysis set, based on 

13,148 PYE, key safety parameters including 
IRs of serious infection, malignancy, MACE, 
and DVT/PE were similar to those 
previously reported2-4

■ Age-standardized IRs of malignancy and 
death remained stable over time

■ Rate of serious infections was comparable 
between the placebo and baricitinib 4-mg 
groups regardless of age, although patients 
≥65 years had higher IRs than those 
<65 years

Scan for full poster
and/or slideset.
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Statistical Analyses
■ IRs per 100 patient-years of exposure (PYE) were 

calculated for all patients treated with ≥1 dose of 
baricitinib through September 1, 2019 
(All-BARI-RA analysis set)
– IRs are 100 times the number of patients 

experiencing the adverse event divided by the 
event-specific exposure to treatment (exposure 
time up to the event for patients with the event and 
exposure time up to the end of the period for 
patients without the event, in years)

■ IRs for DVT, PE, and DVT/PE were calculated for 
all patients treated with ≥1 dose of baricitinib (all 
doses) and by last dose before the event for patients 
who ever received baricitinib 2-mg or baricitinib 4-mg 
within All-BARI-RA

■ MACEs were adjudicated in the 5 completed Phase 3 
studies and are being adjudicated in the ongoing 
Long-term Extension

■ In addition, to account for aging of the All-BARI-RA 
cohort, IRs were standardized to the World Health 
Organization world population 2000-2025 within each 
reported 48-week time period for malignancies 
(excluding NMSC) and death

RESULTS
Baricitinib Exposure

a All patients treated with ≥1 dose of BARI; b The only study currently ongoing

a Data cut as of 01-Sep-2019 

All-BARI-RAa

(N=3770)
PYE=13148

Duration of exposure in 
years, n (%)

≥0.5 3213 (85.2)
≥1 2961 (78.5)
≥2 2519 (66.8)
≥3 2264 (60.1)

Duration of exposure
Minimum, days 2
Median, years 4.2
Maximum, years 8.4

Safety Summary: All-BARI-RA Datasets

n (IR)

01-Sep-20162 01-Apr-20173 13-Feb-20184 01-Sep-2019
All-BARI-RAa

N=3492; PYE=6636.7
All-BARI-RAa

N=3492; PYE=7860.3
All-BARI-RA

N=3770; PYE=10,127
All-BARI-RA

N=3770; PYE=13,148
TEAE 2941 (44.3) 3023 (38.5) 3332 (32.9) 3391 (25.8)
SAE including death 611 (9.0) 655 (8.3) 786 (7.8) 940 (7.2)
Death 22 (0.3) 28 (0.4) 44 (0.4) 70 (0.5)
Malignancy

Malignancy excluding NMSC 52 (0.8) 63 (0.8) 85 (0.8) 122 (0.9)
Lymphoma 6 (0.1) 6 (0.1) 8 (0.1) 8 (0.1)
NMSC 24 (0.4) 30 (0.4) 37 (0.4) 44 (0.3)

Infection
Serious infection 194 (2.9) 231 (3.0) 283 (2.8) 344 (2.7)
Herpes zoster 212 (3.2) 258 (3.3) 323 (3.3) 384 (3.0)
Tuberculosis 10 (0.2) 11 (0.1) 15 (0.2) 20 (0.2)
OI including MD HZ 34 (0.5) 43 (0.5) 52 (0.5) 61 (0.5)
OI not including MD HZ 16 (0.2) 21 (0.3) 27 (0.3) 32 (0.2)

MACE 31 (0.5) 38 (0.5) 51 (0.5) 63 (0.5)
DVT/PE 34 (0.5) 42 (0.5) 49 (0.5) 60 (0.5)

DVT 23 (0.4) 30 (0.4) 35 (0.4) 41 (0.3)
PE 17 (0.3) 19 (0.2) 24 (0.2) 32 (0.2)

GI perforation 3 (0.1) 3 (0.0) 4 (0.0) 6 (0.0)
Permanent DC from treatment owing to AE, n (EAIR) 393 (6.0) 435 (5.5) 518 (5.1) 644 (4.8)

■ The IRs of safety measures of special interest were consistent with findings from previous analyses2-4

a Analyses did not include RA-BALANCE

■ The incidence of serious infections remained stable over time

■ The incidence of herpes zoster remained stable over time

Serious Infections by Age Group
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Herpes Zoster Over Time

■ The incidence of malignancy (excluding non-melanoma skin cancer [NMSC]) 
remained stable over time

■ There were no apparent increases in the incidence of malignancy after 
adjustment for aging of the cohort

a IRs were standardized to the WHO world population 2000-2025 using 5-year age increments within each reported 48-week time period to account for aging of 
the All-BARI-RA cohort over the 6 years of the reported data

NMSC Over Time
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■ The incidence of NSMC remained stable over time
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Malignancy (Excluding NMSC) Over Time MACE Over Time

■ The incidence of major adverse cardiovascular event (MACE) remained 
stable over time
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■ The incidence of deep vein thrombosis and/or pulmonary embolism 
(DVT/PE) remained stable over time

DVT/PE by Last Dose Before Event
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IR (95% CI) for patients while receiving BARI 2-mg (N=1077) were: DVT, 0.38 (0.18-0.73); PE, 0.26 (0.09-0.56); and DVT/PE, 0.47 (0.23-0.84)
IR (95% CI) for patients while receiving BARI 4-mg (N=3400) were: DVT, 0.30 (0.21-0.43); PE, 0.25 (0.16-0.36); and DVT/PE, 0.46 (0.34-0.61)

Death Over Time

■ The incidence rate (IR) for death tended to increase in later time 
intervals before adjustment for aging of the cohort (beyond 192 weeks) 

■ No particular cause of death contributed to this increase
■ There were no apparent increases in the incidence of death after 

adjustment for aging of the cohort
a IR were standardized to the WHO world population 2000-2025 using 5-year age increments within each reported 48-week time period to account 
for aging of the All-BARI-RA cohort over the 6 years of the reported data
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344/3770
(9.1)
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(2.9)
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56/3007
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2491.8
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59/2191
(2.7)

1895.6

38/1929
(2.0)

1595.3

31/1468
(2.1)

1420.5

n/N
(%)
PYE

Not adjusted n/N
(%)
PYE

10.1/3770
(0.3)

3132.6

12.7/3066
(0.4)

2553.6

9.5/2586
(0.4)

2272.4

11.5/2339
(0.5)
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12.6/2106
(0.6)

1761.4
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1591.3
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