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BACKGROUND METHODS AND STUDY DESIGN

BASELINE DEMOGRAPHICS CONCLUSIONS

« Baricitinib, an oral selective JAK 1/2 inhibitor, is approved for treating adults with *Two patient cohorts were assessed: patients in cohort A initiated treatment with CohortA  Cohort B . . . - .
’ ’ P o) . Despite differences in treatment policies, recommendations, and healthcare
-to- i i iti baricitinib (2-mg or 4-mg), and patients in cohort B initiated any other tsDMARD _ _
moderate-to-severe active rheumatoid arthritis (RA). ( J 9 Y Age (yrs) 59.1 (13.2) 57.0(13.9) 58.0 (13.6) systems, overall HCRU at 12M was similar between cohorts in the different
: L : : or bDMARD (b/tsDMARD) for the first time in their treatment history. 0 , _
- RA-BE-REAL is a 3-year, multinational, prospective, observational study of adult ( ) "y Female, n (%) 390(76.5)  414(73.5) 804 (74.9) countries, except in France and Germany where cohort A reported fewer (total
atients with RA evaluating time to discontinuation of initial RA treatment * This pre-specified interim analysis reports descriptive HCRU by country over 12 isease duralion 7<) el | P and RA-related) visits to other healthcare professionals (specialist nurses
P g ) Combination therapy with any csDMARD, n (%): 250 (49.0) 387 (68.7) 637 (59.4) ’
months using summary statistics, without any inferential testing. Previous b/tsDMARD treatment, n (%) dieticians, physical therapists, psychotherapists) than those in cohort B.
Fina data Naive 245 (48.0) 344 (61.1) 589 (54.9) _ _ _
OB JE CTIVE sescline (3o oo v ] e | bASDMARD 68 (133)  55(9.8) 123 (115) . Although not powered to detect differences in HCRU outcomes, this study
PR o, e 2b/tsDMARDs ~ 111(21.8) ~ 79(14.0) 190 (17.7) presents RA-related HCRU not available from clinical trials.

Retrospecti-ve >2 b/tsDMARDs 86 (169) 85 (151) 171 (159)

- To report the extent of healthcare resource use (HCRU) by European (France, . data collection Cohort A: 2-mg or 4-mgBaricitini. R SJC (28-joint) 52(48) 47(49) 49 (4.9)

Germany, ltaly, Spain, and UK) patients with RA following 12 months treatment RA medications TJC (28-joint) 7.3(6.1) DR 70 (6-3)

PhGA (0-100) 56(2.0) 55(21)  56(2.0) |_| M |TAT| 0 N S
with baricitinib, biologic (b) disease-modifying anti-rheumatic drugs (DMARDs) or T PGA (0-100) 5023)  58(24) 59 24)
before o ) ) . . . .
any other targeted synthetic (ts)DMARDs. " Treatment nftiaton and any changes were solely atth discretion of the Pain VAS (0-100) 59.0(23.1) 1 96.5(24.3) 57.6(23.8) . Between country comparisons cannot be performed due to differences in local
follow-up ve;rct;::;mu:njnct:atﬂie:n\ziIcl)fb:hic;:-;j/rezernc:;ge?\r/‘:tion period HAQ-DI 1.4 (07) 1.3 (07) 1.3 (07) . . .
EQ-5D-5L 05(03) 05(03)  0.5(0.3) treatment guidelines, and healthcare systems between countries.
Montn @ Month 3 051 3m1c-JZnths 6m1c-J?r’1ths 1Zr';1rjnths 18mT<§nths 2yTles 3y1<-e7ars

+ 4 weeks +4 weeks +12weeks +12weeks +12weeks +12 weeks

Cohort A: treatment with baricitinib (2-mg or 4-mg); Cohort B: any biologic or any other tsDMARD. Data reported as mean (standard
deviation) unless otherwise stated. Results are combination of total participants enrolling in RA-BE-REAL across five European countries.

HEALTHCARE RESOURCE USE BY COUNTRY AT 12 MONTHS
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QL))

Mean (SD)
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Total HCRU : Total HCRU Total HCRU h Total HCRU q I Total HCRU

- Visits to primary care, outpatient, emergency room 4.9 (6.6) 6.3 (8.8) 5.5(7.7) Visits to primary care, outpatient, emergency room 4.8 (3.6) 4.9 (4.8) 4.8 (4.3) Visits to primary care, outpatient, emergency room 5.3 (6.1) 3.4 (3.3) 4.1 (4.4) . Visits to primary care, outpatient, emergency room 5.5 (5.8) 6.1 (6.1) 5.9 (5.9) - Visits to primary care, outpatient, emergency room 4.6 (6.6) 4.4 (6.5) 4.5 (6.5)
Visits to other HCP 4.4 (11.4) 7.8 (23.1) 5.9 (17.8) Visits to other HCP 2.1 (5.6) 10.6 (22.4) 6.6 (17.2) Visits to other HCP 2.0 (2.9) 1.4 (2.4) 1.6 (2.6) Visits to other HCP 3.8 (10.9) 2.4 (11.2) 2.9 (11.0) ‘ Visits to other HCP 1.6 (6.2) 0.8 (2.9) 1.1 (4.5)
Number of hospitalisations 0.6 (3.3) 0.2 (1.0) 0.4 (2.5) o §  Number of hospitalisations 0.2 (0.7) 0.1(0.4) 0.2 (0.5) Number of hospitalisations 0.0 (0.2) 0.2(0.4) 0.1(0.4) Number of hospitalisations 0.1(0.4) 0.1(0.5) 0.1(0.5) g Number of hospitalisations 0.0 (0.1) 0.1(0.3) 0.1(0.2)
Duration of hospitalisations, days 0.8 (3.9) 1.1 (4.6) 0.9 (4.2) Duration of hospitalisations, days 1.0 (4.1) 0.8 (3.0) 0.9 (3.5) Duration of hospitalisations, days 0.6 (2.8) 0.7 (2.5) 0.7 (2.6) Duration of hospitalisations, days 0.4 (1.4) 1.0 (5.1) 0.8 (4.1) Duration of hospitalisations, days 0.0(0.1) 0.5 (2.5) 0.3(1.9)
RA-related HCRU RA-related HCRU RA-related HCRU RA-related HCRU RA-related HCRU
Visits to primary care, outpatient, emergency room 1.9 (3.2) 2.2 (3.3) 2.1 (3.2) Visits to primary care, outpatient, emergency room 1.8 (2.2) 2.2 (3.2) 2.0 (2.8) Visits to primary care, outpatient, emergency room 2.2 (3.4) 1.8 (2.3) 1.9 (2.7) Visits to primary care, outpatient, emergency room 3.2 (4.8) 2.3(2.9) 2.7 (3.7) Visits to primary care, outpatient, emergency room 1.8 (3.4) 1.8 (4.0) 1.8 (3.7)
Visits to other HCP 27(7.9) 45(16.3) 3.5(12.5) Visits to other HCP 1.0(2.9) 8.1(20.4) 4.7(15.3) Visits to other HCP 1.1(2.6) 1.1(1.9) 1.1(2.1) Visits to other HCP 2.6 (8.8) 0.9 (3.2) 1.5 (6.0) Visits to other HCP 0.9 (5.6) 0.4 (1.8) 0.6 (3.8)
Number of hospitalisations 0.2 (1.6) 0.0 (0.2) 0.1 (1.2) Number of hospitalisations 0.1(0.5) 0.0 (0.2) 0.1(0.4) Number of hospitalisations 0.0 (0.0) 0.0 (0.3) 0.0 (0.2) Number of hospitalisations 0.0 (0.0) 0.0 (0.0) 0.0 (0.0) Number of hospitalisations 0.0 (0.0) 0.0 (0.0) 0.0 (0.0)
Duration of hospitalisations, days 0.1 (0.8) 0.3 (2.1) 0.2 (1.5) Duration of hospitalisations, days 0.4 (1.9) 0.1 (0.6) 0.2 (1.4) Duration of hospitalisations, days 0.0 (0.0) 0.1 (0.7) 0.1 (0.6) Duration of hospitalisations, days 0.0 (0.0) 0.0 (0.0) 0.0 (0.0) Duration of hospitalisations, days 0.0 (0.0) 0.0 (0.0) 0.0 (0.0)

Cohort A: treatment with baricitinib (2-mg or 4-mg); Cohort B: any biologic or any other tsSDMARD. Data reported as mean (SD) number of visits, hospitalisations, or hospitalisation days including all patients with available data in the cohort. Other HCP include specialist nurses, dieticians, physical therapists, psychotherapists.
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EQ-5D-5L; European quality of life 5 dimensions 5 levels, HAQ-DI; Healthy Assessment Questionnaire-Disability Index, HCP; healthcare professionals, tsDMARDs; targeted synthetic disease-modifying antirheumatic
drug, PGA; Patient’s global assessment of disease activity, PhGA; Physician’s global assessment of disease activity, RA; rheumatoid arthritis, SD; standard deviation, SJC; Swollen joint count, TJC; Tender joint count,
VAS; visual analogue scale (mm).
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BACKGROUND

m Baricitinib, an oral selective JAK 1/2 inhibitor, is approved for treating adults with moderate-to-severe active rheumatoid
arthritis (RA).

m RA-BE-REAL is a 3-year, multinational, prospective, observational study of adult patients with RA evaluating time to

discontinuation of initial RA treatment.

OBJECTIVE

= To report the extent of healthcare resource use (HCRU) by European (France, Germany, Italy, Spain, and UK) patients

with RA following 12 months treatment with baricitinib, biologic (b) disease-modifying anti-rheumatic drugs (DMARDSs) or

any other targeted synthetic (ts)DMARDs.
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METHODS AND STUDY DESIGN

* Two patient cohorts were assessed: patients in cohort A initiated treatment with baricitinib (2-mg or 4-mg), and patients in cohort B

initiated any other tsDMARD or bDMARD (b/tsDMARD) for the first time in their treatment history.

* This pre-specified interim analysis reports descriptive HCRU by country over 12M using summary statistics, without any inferential

Final data
te Stl ng. el :ﬂllectlgnt
an ine 3-year prospective observation of treatment |merpn|n
patterns, outcomes, resource use
Retrospective
data collection
< > |« Cohort A: 2-mg or 4-mg Baricitinib >
RA medications
»le Cohort B: bDMARD or tsDMARDs >
Resource use
before T1 o . .
Treatment initiation and any changes were solely at the discretion of the
physician and the patient
Any treatment changes will be documented and
follow-up will continue until the end of the 3-year observation period
Month -6 Month -3 T1 T2 T3 T4 T5 T6 T7

Day 1 3 months 6 months 12 months 18 months 2 years 3 years
+ 4 weeks +4 weeks +12weeks +12weeks +12weeks 12 weeks
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BASELINE DEMOGRAPHICS

Cohort A: treatment with baricitinib (2-mg
or 4-mg); Cohort B: any biologic or any
other tsDMARD. Data reported as mean
(standard deviation) unless otherwise
stated. Results are combination of total
participants enrolling in RA-BE-REAL
across five European countries.

Cohort A Cohort B
(n=510) (n=563)
Age (yrs) 59.1 (13.2) 57.0 (13.9) 58.0 (13.6)
Female, n (%) 390 (76.5) 414 (73.5) 804 (74.9)
Disease duration (yrs) 10.1 (9.1) 8.9 (9.7) 9.5(9.4)
Combination therapy with any csDMARD, n (%): 250 (49.0) 387 (68.7) 637 (59.4)
Previous b/tsDMARD treatment, n (%)
Naive 245 (48.0) 344 (61.1) 589 (54.9)
1 b/zssDMARD 68 (13.3) 55 (9.8) 123 (11.5)
2 b/tsDMARDs 111 (21.8) 79 (14.0) 190 (17.7)
>2 b/tsDMARDSs 86 (16.9) 85 (15.1) 171 (15.9)
SJC (28-joint) 5.2 (4.8) 4.7 (4.9) 4.9 (4.9)
TJC (28-joint) 7.3 (6.1) 7.8 (6.5) 7.6 (6.3)
PhGA (0-10) 5.6 (2.0) 5.5 (2.1) 5.6 (2.0)
PGA (0-10) 5.9 (2.3) 5.8 (2.4) 5.9 (2.4)
Pain VAS (0-100) 59.0 (23.1) 56.5 (24.3) 57.6 (23.8)
HAQ-DI 1.4 (0.7) 1.3 (0.7) 1.3 (0.7)
EQ-5D-5L 0.5 (0.3) 0.5 (0.3) 0.5 (0.3)



Presenter Notes
Presentation Notes
\\statsclstr.am.lilly.com\lillyce\qa\ly3009104\i4v_mc_b009\intrm3\output\shared\I4V-MC-B009_Baseline_20SEP2021\tables 
-> RA_history_treatment 
	Previous b/tsDMARDs treatment -> p. 8 -> mean (SD)	**QR VERIFIED – JOG**
	Disease duration -> p. 2 -> mean (SD)	**QR VERIFIED – JOG**
	Combination therapy -> p. 14 -> mean (SD)		**QR VERIFIED – JOG**
-> Demo_charac 
	Age and Gender -> P.1 -> mean (SD)	**QR VERIFIED – JOG**
-> Clinical_charac
	SJC and TJC -> P.2 -> mean (SD)	**QR VERIFIED – JOG**
	PhGA and PGA -> P.3 -> mean (SD)	**QR VERIFIED – JOG**
	Pain VAS and HAQ-DI -> P.4 -> mean (SD)	**QR VERIFIED – JOG**
	EQ-5D-5L -> P.5 -> mean (SD)	**QR VERIFIED – JOG**



HRCU by Country over 12 months

GERMANY Cohort A Cohort B

(n=175) (n=148)
Mean (SD) Mean (SD)

Total HCRU

Visits to primary care, outpatient, emergency room 4.9 (6.6) 6.3 (8.8) 5.5 (7.7)
Visits to other HCP 4.4 (11.4) 7.8 (23.1) 5.9 (17.8)
Number of hospitalisations 0.6 (3.3) 0.2 (1.0) 0.4 (2.5)
Duration of hospitalisations, days 0.8 (3.9) 1.1 (4.6) 0.9 (4.2)

RA-related HCRU

Visits to primary care, outpatient, emergency room 1.9 (3.2) 2.2 (3.3) 2.1 (3.2)
Visits to other HCP 2.7 (7.9) 4.5 (16.3) 3.5 (12.5)
Number of hospitalisations 2 (1.6) 0.0 (0.2) 0.1 (1.2)
Duration of hospitalisations, days 1(0.8) 0.3 (2.1) 0.2 (1.5)

Cohort A: treatment with baricitinib (2-mg or 4-mg); Cohort B: any biologic or any other tsDMARD. HCP; Healthcare Professionals.
Data reported as mean (SD) number of visits, hospitalisations, or hospitalisation days including all patients with available data in the
cohort. Other HCPs include specialist nurses, dieticians, physical therapists, psychotherapists.
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HRCU by Country over 12 months

FRANCE Cohort A Cohort B
(n=88) (n=101)
Mean (SD) Mean (SD)
Total HCRU
Visits to primary care, outpatient, emergency room 4.8 (3.6) 4.9 (4.8) 4.8 (4.3)
Visits to other HCP 2.1 (5.0) 10.6 (22.4) 6.6 (17.2)
Number of hospitalisations 0.2 (0.7) 0.1 (0.4) 0.2 (0.5)
Duration of hospitalisations, days 1.0 (4.1) 0.8 (3.0) 0.9 (3.5)

RA-related HCRU

Visits to primary care, outpatient, emergency room 1.8 (2.2) 2.2 (3.2) 2.0 (2.8)
Visits to other HCP 1.0 (2.9) 8.1 (20.4) 4.7 (15.3)
Number of hospitalisations 0.1 (0.5) 0.0 (0.2) 0.1 (0.4)
Duration of hospitalisations, days 0.4 (1.9) 0.1 (0.6) 0.2 (1.4)

Cohort A: treatment with baricitinib (2-mg or 4-mg); Cohort B: any biologic or any other tsDMARD. HCP; Healthcare Professionals.
Data reported as mean (SD) number of visits, hospitalisations, or hospitalisation days including all patients with available data in the
cohort. Other HCPs include specialist nurses, dieticians, physical therapists, psychotherapists.
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Total HCRU
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HRCU by Country over 12 months

UNITED KINGDOM

Total HCRU
Visits to primary care, outpatient, emergency room

Visits to other HCP
Number of hospitalisations
Duration of hospitalisations, days

RA-related HCRU
Visits to primary care, outpatient, emergency room
Visits to other HCP

Number of hospitalisations
Duration of hospitalisations, days

Cohort A

(n=32)

Mean (SD)

5.3 (6.1)
2.0 (2.9)
0.0 (0.2)
0.6 (2.8)

2.2 (3.4)
1.1 (2.6)
0.0 (0.0)
0.0 (0.0)

Cohort B

(N=56)

Mean (SD)

3.4 (3.3)
1.4 (2.4)
0.2 (0.4)
0.7 (2.5)

1.8 (2.3)
1.1 (1.9)
0.0 (0.3)
0.1 (0.7)

4.1 (4.4)
1.6 (2.6)
0.1 (0.4)
0.7 (2.6)
1.9 (2.7)
1.1 (2.1)
0.0 (0.2)
0.1 (0.6)

Cohort A: treatment with baricitinib (2-mg or 4-mg); Cohort B: any biologic or any other tsDMARD. HCP; Healthcare Professionals.
Data reported as mean (SD) number of visits, hospitalisations, or hospitalisation days including all patients with available data in the
cohort. Other HCPs include specialist nurses, dieticians, physical therapists, psychotherapists.
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Total HCRU
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HRCU by Country over 12 months

SPAIN Cohort A Cohort B
(n=30) (N=47)
Mean (SD) Mean (SD)
Total HCRU
Visits to primary care, outpatient, emergency room 5.5 (5.8) 6.1(6.1) 5.9 (5.9)
Visits to other HCP 3.8 (10.9) 2.4 (11.2) 2.9 (11.0)
Number of hospitalisations 0.1 (0.4) 0.1 (0.5) 0.1 (0.5)
ity F Duration of hospitalisations, days 0.4 (1.4) 1.0 (5.1) 0.8 (4.1)

RA-related HCRU

Visits to primary care, outpatient, emergency room 3.2 (4.8) 2.3 (2.9) 2.7 (3.7)
Visits to other HCP 2.6 (8.8) 0.9 (3.2) 1.5 (6.0)
Number of hospitalisations 0.0 (0.0) 0.0 (0.0) 0.0 (0.0)
Duration of hospitalisations, days 0.0 (0.0) 0.0 (0.0) 0.0 (0.0)

Cohort A: treatment with baricitinib (2-mg or 4-mg); Cohort B: any biologic or any other tsDMARD. HCP; Healthcare Professionals.
Data reported as mean (SD) number of visits, hospitalisations, or hospitalisation days including all patients with available data in the
cohort. Other HCPs include specialist nurses, dieticians, physical therapists, psychotherapists.
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HRCU by Country over 12 months
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Total HCRU

Visits to primary care, outpatient, emergency room

Visits to other HCP
Number of hospitalisations

D

uration of hospitalisations, days

RA-related HCRU

Visits to primary care, outpatient, emergency room

Visits to other HCP
Number of hospitalisations

B

uration of hospitalisations, days

Cohort A

(N=506)

Mean (SD)

4.6 (6.6)
1.6 (6.2)
0.0 (0.1)
0.0 (0.1)

1.8 (3.4)

0.9 (5.6)
0.0 (0.0)

0.0 (0.0)

Cohort B
(n=84)

Mean (SD)

4.4 (6.5)
0.8 (2.9)

0.1 (0.3)
0.5 (2.5)

1.8 (4.0)
0.4 (1.8)
0.0 (0.0)
0.0 (0.0)

4.5 (6.5)
1.1 (4.5)

0.1 (0.2)
0.3 (1.9)

1.8 (3.7)
0.6 (3.8)

0.0 (0.0)
0.0 (0.0)

Cohort A: treatment with baricitinib (2-mg or 4-mg); Cohort B: any biologic or any other tsDMARD. HCP; Healthcare Professionals.
Data reported as mean (SD) number of visits, hospitalisations, or hospitalisation days including all patients with available data in the
cohort. Other HCPs include specialist nurses, dieticians, physical therapists, psychotherapists.



Presenter Notes
Presentation Notes
HCRU data -> \\statsclstr.am.lilly.com\lillyce\qa\ly3009104\i4v_mc_b009\intrm3\output\shared\I4V-MC-B009_IA3_Final_10DEC2021 -> Healthcare_Resource_Utilization_a -> P. 236 – 245 **QR VERIFIED – JOG**

Total HCRU
Visits to primary care, outpatient, emergency room -> p. 236 -> mean (SD) **QR VERIFIED – JOG**
Visits to other HCP -> p. 238 -> mean (SD) **QR VERIFIED – JOG** - except QR query – cohort B should this be 0.8 (2.9)? Updated **UPDATE VERIFIED – JOG**
Number of hospitalisations -> p. 241 -> mean (SD) **QR VERIFIED – JOG**
Duration of hospitalisations, days -> p. 243 -> mean (SD) **QR VERIFIED – JOG**

RA-related HCRU
Visits to primary care, outpatient, emergency room -> p. 237 -> mean (SD) **QR VERIFIED – JOG**
Visits to other HCP -> p. 239 -> mean (SD) **QR VERIFIED – JOG**
Number of hospitalisations -> p. 242 -> mean (SD) **QR VERIFIED – JOG**
Duration of hospitalisations, days -> p. 244 -> mean (SD) **QR VERIFIED – JOG**




CONCLUSIONS

» Despite differences in treatment policies, recommendations, and healthcare systems, overall HCRU at 12M was similar between cohorts
in the different countries, except in France and Germany where cohort A reported fewer (total and RA-related) visits to other healthcare

professionals (specialist nurses, dieticians, physical therapists, psychotherapists) than those in cohort B.

 Although not powered to detect differences in HCRU outcomes, this study presents RA-related HCRU not available from clinical trials.

LIMITATIONS

» Between country comparisons cannot be performed due to differences in local treatment guidelines, and healthcare systems between

countries.
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