10
11

12
13
14
15
16
17
18
19
20
21
22
23
24
25
26
27
28
29
30
31
32
33
34
35

American College of Rheumatology (ACR) Annual Scientific Meeting;
14-19 November 2014; Boston, Massachusetts, United States

Deadline for submission of abstracts: 24 June 2014 (Noon Eastern Time)
<Title character count: 138> [limit: assume 250 characters]

<Character count: 2746 (includes 250 for table)> [limit: 2750 characters] (excludes spaces,
title, names of authors and affiliations and disclosures; table or figure counts towards
character count by ~250 characters, but this should be checked)

Comparisons of Quality of Life, Resource Use and Physical Functioning in RA
Patients Classified as High, Moderate or Low Risk for Rapid Radiographic

Progression

EA Alemao, Bristol-Myers Squibb, Princeton, NJ, United States

S Joo, Bristol-Myers Squibb, Hopewell, NJ, United States

P Allison, University of Pennsylvania, Philadelphia, PA, United States

M Al, Erasmus University, Rotterdam, Netherlands

M Rutten-van Molken, Erasmus University, Rotterdam, Netherlands

S Banerjee, Bristol-Myers Squibb, Princeton, United States

C lannaccone, Brigham and Women'’s Hospital, Boston, MA, United States
M Frits, Brigham and Women’s Hospital, Boston, MA, United States

N Shadick, Brigham and Women’s Hospital, Boston, MA, United States
M Weinblatt, Brigham and Women’s Hospital, Boston, MA, United States
KP Liao, Brigham and Women’s Hospital, Boston, MA, United States

Background/Purpose: We developed and validated a prognostic model to identify subjects
with elevated risk of rapid radiographic progression (RRP). The objective of this study was to
compare differences in quality of life (QoL), resource use and clinical outcomes at 12 months
in patients classified with high, moderate and low baseline risk of RRP by the prognostic
model.

Methods: In a longitudinal cohort of RA patients with clinical and radiographic data in an
outpatient setting, we applied the prognostic model to calculate the baseline probability of
RRP. Variables to determine the probability of RRP in the prognostic model included
seropositivity, body weight, disease duration, DAS28 (CRP) and total Sharp score. Based on
the calculated probability of RRP, patients were categorized into low risk (probability O to
0.25), moderate risk (0.25 to 0.75) and high risk (>0.75) of RRP. The categorization was
based on visual inspection of probability plots. QoL outcome measured by EQ5D, healthcare

resource use (nursing home visits, home healthcare visits, surgeries, durable medical
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equipment use, hospitalization and ER visits) and clinical outcome of physical functioning
measured by mHAQ at 12 months were compared by baseline RRP risk groups of low,
moderate and high using analysis of variance for continuous variables and Chi-square test
for categorical variables.

Results: In the RA cohort, 942 (72.6%) patients had adequate data to calculate RRP. Of
these, 414 (43.9%) were classified as low, 477 (50.6%) as medium and 51 (5.4%) as high
risk of RRP at baseline. Patients in the low-risk group when compared with those in the
moderate- and high-risk groups tended to be younger, have a lower number of swollen or
tender joints (mean [SD] 9.4 yrs [11.5], 19.8 [14.2], 33.1 [12.9], respectively), and less likely
to be treated with a biologic DMARD. Patients in the low- versus high-risk groups had higher
QoL, lower resource use and higher physical functioning at 12 months (Table).

Table: QoL, Resource Use and Physical Functioning at 12 Months in Patients at Low, Moderate and High
Baseline Risk of RRP

Outcomes Low Risk of RRP Moderate Risk of RRP High Risk of RRP
EQSD, mean (SD)** 0.83 (0.14) 0.79 (0.15) 0.72 (0.19)
ER visits, % of pts* 23.4 25.1 38.2
Nursing home visits, % of pts* 2.4 2.7 14.6
Home healthcare visits, % of pts* 4.8 135 36.0
Surgeries, % of pts* 154 25.4 38.2
DME use, % of pts* 21.0 33.2 58.4
Hospital visits, % of pts* 13.3 20.4 37.1
MHAQ, mean (SD)** 0.39 (0.42) 0.65 (0.50) 0.72 (0.19)

*p<0.05 based on Chi-square test; **p<0.05 based on analysis of variance

Conclusion: Patients categorized as having high risk of future RRP at baseline (compared
with moderate and low risk of RRP) had worse outcomes at 12 months for QoL, resource
utilization and physical functioning. These findings suggest that therapies are needed to

improve QoL and resource utilization in these high-risk patients.




American College of Rheumatology (ACR) Annual Scientific Meeting;
14-19 November 2014; Boston, Massachusetts, United States

APPENDIX

Key words: Cardiovascular disease, risk management, rheumatoid arthritis
Submission category: Health Services Research, Quality Measures and Quality of Care
Preferred presentation format: No preference

Additional Information

Research Method: | Observational j

Type of Trial: | Epidemiologic or Observational j

Type of Trial Phase: Other -> -

Track: Clinical practice
Primary research method: Observational
Study sponsor statement: Bristol-Myers Squibb. The study sponsor provided funding for

the completion of the study and the development of the abstract.

AUTHOR AGREEMENTS
For information for all authors:

Presenting Author Agreement

The ACR does not condone presentations given by an invited presenter who has
not been intimately involved in the development of the data and who cannot meet
the criteria for authorship. Presenting authors will be required to check both
statements to be eligible to present.

| affirm, | have had full access to all of the data in the study, and take
¥  responsibility for the integrity of the data and the accuracy of the data
analysis and approved the data for presentation.

| affirm, | have made significant contributions to the study design, analysis

v . :
v or interpretation of results.

Institutional Review Board Affirmation

An Institutional Review Board (IRB) is charged with protecting the rights and
welfare of people involved in research. All Human Subjects Research must
receive approval from the IRB. The purpose of the IRB is to protect the rights and
welfare of individuals who are participating as subjects in the research.

= | affirm that my research meets received approval from the IRB.

[ | affirm that my research did not involve human subjects and therefore no
IRB approval was required.

[< | acceptthese terms. By accepting these terms, | agree 1) to allow the
College to use my presentation in connection with its education resources,
including SessionSelect (a digital copy of my presentation audio and video
as presented, and 2) to distribute a PDF copy of my presentation to
attendees and users of SessionSelect.

Each abstract submission must abide by the following conditions:



American College of Rheumatology (ACR) Annual Scientific Meeting;
14-19 November 2014; Boston, Massachusetts, United States

v | affirmthat | have read and agree to the ACR Annual Meeting general guidelines and policies
for abstract submission outlined in the 2013 Call for Abstracts Brochure.

» | affirm that any work with human or animal subjects reported in the abstract complies with the
guiding principles for experimental procedures found in the Declaration of Helsinki of the World
Medical Association.

¥ | understand that case reports are not acceptable and will not be reviewed.

[# lunderstand that if the abstract reports the results of a clinical trial not yet approved by a
regulatory agency, the trial phase must be indicated on the submission form.

[# lunderstand that an abstract is ineligible for consideration if it reports work that has been
accepted for publication as a manuscript prior to the ACR submission deadline of Tuesday, June
25, 2013.

[# lunderstand that abstracts submitted for the ARHP may not be dually submitted to the ACR and
vice versa.

¥ lunderstand that, if accepted, the American College of Rheumatology has permission to publish
this abstract in printed and/or electronic formats.

[ lunderstand that, if accepted for presentation, the presenting author or co-authors listed on the
abstract must present the abstract during an oral and/or poster presentation.

Abstract embargo policy

Accepted abstracts are made available to the public online in advance of the meeting and are
published in a special supplement of Arthritis & Rheumatism. Information contained in those abstracts
may not be released until the abstracts appear online. Academic institutions, private organizations
and companies with products whose value may be influenced by information contained in an abstract
may issue a press release to coincide with the availability of an ACR abstract on the ACR website.

However, the ACR continues to require that information that goes beyond that contained in the
abstract (e.g., discussion of the abstract done as part a scientific presentation or presentation of
additional new information that will be available at the time of the meeting) is under embargo until 4:30
PM Pacific Time on Saturday, Novemner 15, 2014. Violation of this policy may result in the abstract
being withdrawn from the meeting and other measures deemed appropriate. Authors are responsible
for notifying financial and other sponsors about this policy.

v | understand that this abstract, if accepted, will be under embargo until 4:30 PM Eastern Time on
Saturday, November 15.



