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BACKGROUND METHODS

* ICONIC is the largest, ongoing, ICONIC STUDY DESIGN e Baseline characteristics were obtained from observed data by calculating means
prospecnyel Observaho-nal e |CONIC is the prospective, observational StUdy evaluaﬁng cumulative disease burden in adult ° Agreement between physician assessmentand patient percept—ion of disease Severity was performed
study aimed at assessing patients with early UC (diagnosed < 36 months) under routine care in 33 countries, irrespective of by kappa statistics

cumulative disease-associated
burden in adult patients with
ulcerative colitis (UC) under
routine care

disease severity or treatment e Correlation between PRISM, SIBDQ, PHQ-9,P-SCCAl and SCCAI was evaluated by Pearson correlation

e Both patient and physician assessments of disease activity and life impact were captured at coefficient

baseline and will be captured at 6 month intervals through 2 years, as shown in Figure 1 — The scale qualifies the extent of agreement as no correlation (r/k < 0.0), slight (r/k = 0.0-0.2),

3 : : : N ) : _ .

e The objective of ICONIC is to PRISM (Blctorlal Representation of lliness a_nd Self Measure ) s a novel, non verbal,. graphlcgl fair (r/x = 0.21-0.4), moderate (r/k = 0.41-0.6), high (r/x = 0.61-0.8), and almost perfect (r/k =
AV tool, which demonstrates current perception of disease-associated suffering and is used in 0.81-1.00)?

UC-associated burden, utilizing ) JEORIE o 772 s tlme. in IBD research | | e Mean differences between patient and physician measures were calculated using a one-sample
both traditional and novel Figure 1. ICONIC Study Design Treating HCP Patient with UC t-test
. (active/remission)
patient reported outcome %[+ PRISM: assessment of 3]+ PRISM:assessment of * PRISM assessments were performed independently by both patients and physicians, without
2 erceived patient burden 2 erceived patient burden
measures 2RFIPC, WPAI or Healthcare utilization were not assessed for this analysis. ? * \%V?Di?IGHp é ° E:;iSthSC%AI COnferring. EaCh p|aCEd d red dISk (I’epresentl ng the patlent'S i”neSS - UC) aHYWhere in the reCta ngle
HCP, healthcare professional. UC, ulcerative colitis. PRISM, Pictorial Representation of lliness and Q| e 2 interview? Q| e uestionnaire . . 0 . . . . . . 0
In this analysis we evaluate e e e e 2 | Clncalpametes z | 22'2.253221‘;’;::223 (representing the patient’s life), in relation to the yellow disk, which represents the patient’s self,
demographlcs’ Climcal Form of Inflammatory Bowel Disease Patient Concerns. PHQ-9, Patient Health Questionnaire-9. [a] [a] Figure 2
characteristics, and the extent AETEING [ e ellea prEefes e an Ess e iRt ke e — The distance between red and yellow disks is measured and represents the “self-illness
. Visit 1 Visit 2 Visit 3 Visit 4 Visit 5 . 7 . . . . .
of ngie”"e.nt bgtween patlent.:,c DATA ANALYSES o et ot 1s Mot Mot 24 separation” (SIS). Smaller distances indicate worse perceived suffering
and pnysiclans in measures o » The following assessments are included in this analysis: Patient’s Life
disease activity at baseline . . . . , . . . ) L ) i Soltl oS
— Patients and physicians ratings of patients’ general disease severity, PRISM, Patient Health Figure 2. Pictorial Presentation of PRISM Which Illustrates Patents (Self-illness separation)
Questionnaire-9 (PHQ-9), Short Inflammatory Bowel Disease Questionnaire (SIBDQ), Patient-  the place UC Occupies in Patient’s Life at a Given Moment (o)
modified Simple Clinical Colitis Activity Index (P-SCCAI) and physician’s SCCAI
p y pny a
Self

BL CHARACTERISTICS Table 1. Baseline Clinical and Demographic PERCEPTION OF DISEASE SEVERITY AND SUFFERING Figure 3. Bland-Altman Plots of Mean Differences

e Of 1816 patients enrolled, 28.3% of patients (n =514) had Characteristics of Patients with UC in ICONIC e Both physician assessment and patient perception of Between Patient PRISM and Physician PRISM (A) and
symptoms for > 1 year before receiving a diagnosis of UC All Patients disease severity were available for 1796 patients, Table 2 P-SCCAI and SCCAI (B)

(Table 1) Characteristic N = 1816 e Simple k coefficient of 0.43 (95% Cl 0.40 — 0.47), P < 0.001
a : : : A7), .001, PRISM

e Although 70.4% of patients (n = 1278) indicated their Seﬁé:@;gw)’n(@ 833 (45.9) suggested moderate agreement between physicians’ | SIBDQ PHQ-9°  (Physician)  P-SCCAF
disgase ha(?l improved since diagnosis, nez‘:\rly half ofthe Age (N = 1810), years assessment and patient’s perception of disease severity f?,'f\',\g&?“em)’ < 0%%01) < 5%6101) < 8;8801) < (3%301)
patients still had moderate to severe disease activity Mean = 50 38.5 2 14.6 e Overall, patients and physicians were in agreement in SCCAI (Physician), - - 0.4 075
41.8% of patients b d d49.7% b i Current smoker (N = 1807), n (%) 212 (11.7) . r (P-value) (< 0.0001) (< 0.0001)

( | °0 pa ents y €n Oscopy an ' 0 y p ySICIan Time since UC diagnOSiS, days 60'3% (1083/1796) Of InStances (green Ce”S Of Table 2) *Negative coefficients result from instruments with opposite direction of scales.
: 0 0 ’Not determined.
ass?ssmen:) (Tabl? 1) _ Dis'\gzg;agu(faiifni’i;;ﬁg)diagnosisy - 171 (59, 317) — Physicians and patients were more likely to agree on the

. Whlle94.9A)ofpanents(n=.1724)had receivedtreatment 0= Eironths 873 (48.1) middle range of disease severity (i.e., 22.5% concordance U BRIE] ehvelere e e e s
for their UC, 43% had partial or no response to current 6 months — 1 year 584 (32.2) for both mild or moderate disease), but less likely to agree suffeg:‘in of t;1eiFr) yat'ients hicher than patients rated
therapy l;yé’zzs 2768(82)'3) on the extremes, (i.e., 8.0% concordance for remission themseﬁ/es Fi urep3A & P

e The most common co-morbidities diagnosed in > 20% Missing 75 (4.1) and 7.3% concordance for severe disease) v d'f',f 8 B husici

: : : - - - o 0cie 1 (0 : . — Mean difference * of patient- — sician
of paltlents were fatigue -(.27-9%), -anX|fety/depressLon D“Laz'oy“eg;symptomsp”O”OUCd'ag“OS'S'”(/0) 1206 (714 e Conversely, 39.7% (713/1796) of disease severity PRISM = -0.4 + 2.2 P<OOOF())1 A
(25.3%), cardiac abnormalities/cardiac disease (20.8%), | s 380 209 evaluations were discordant (orange cells in Table 2) o 4122, : o h
and sleep disorder (20.8%) > 3 years 134 (7.4) : - . e For , patients reported higher mean scores when
_ Ofpatientsclinicallvdi dwithanxiety/d : Missing 6(0.3) For. SR, When '.cre'atlng physmlans asses-sed. Ul compared with physician assessment, Figure 3B
patientsclinicallydiagnosed withanxi€ty/depression e e e LG 6lEaass, /6 patients were in remission, patients rated their disease _
(n =459), approximately 22% were considered to have improved 1278 (70.4 as mild (n = 58), moderate (n = 22) or severe (n = 4) — Mean difference + SD of P-SSCAI—-SCCAI =1.26 + 2.42,
moderate to severe disease (by physician assessments) Worsened (flare) 157 (8.6) (Table 2; column Remission) P <0.0001
) ) ) Remains similar 330 (18.2) ! . .

o of patlents‘ self-assessing glepressu?n. by. PHQ-'9, : (I;/Iissing A 51 (2.8) Table 2. Agreement Between Physicians’ Assessment and Figure 3. Bl.and-AItman Plots of .Mean Differences
al!gnment existed b.etween th|s.and clinical dlagno§|s, nsz%Oaﬁ}fnézting’n(°) 315.1) Patients’ Perception of Disease Severity in 1796 Patients at Between Patient PRISM and Physician PRISM (A) and
with 22.9% of patients reporting PHQ-9 depression Vi . (2'1 5 Baseline P-SCCAI and SCCAI (B)
severity of moderate to severe in nature (Table 1) el 550 (30.3) . .

. - . Severe 209 (11.5) e

e Of note, ICQNIC hasa gr.eater proportion (:f patients with Not avalable/Missing 574 (31.6) | _ - P - 0 sl .
<lyearofdiseaseduration(n=1296;71.4%)vs.1-3years Physician assessment of UC severity, n (%) Disease Severity Assessed by Physician é Mes % . @@f;f@g;jo{@;?;e:«,D(,O atrence
(n = 380, 20.9%), Table 1. This imbalance is a result of Mild 672 (37.0) Remission Mild Moderate Severe Total, & O Miﬁiﬁiﬁwi Ve
modified inclusion criteria: originally patients with UC < Moderate 608 (36.9) e e 5 e R
1 Il d .” b | d S 234 (12.9) : Remission 143(8.0) 87(48 4726 905 28 & ven @ gl eI e

I\l/ear\(ljlvere a | owe t? enrp , utfa\ Erdo.toco a(rjnen .men::c :\r;“;zm.ssm 2?2 2)27,)7) g::li?';sts Vil BEY 404228 1T0EH 1508 6 d - 07, o550 &-10.
allowed enrolment of patients with disease duration o SIBDQ ’ | beelgz*:iixgs Moderate  22(1.2)  158(88) 404 (22.5) 76(42) 660 0 2 4 6 8 10 6 5 10 15
1-3years Mean = SD 48.4+13.2 Severe 402 21012 7944 132(7.3) 236 (P-PRISM + PRISM)’2 L e e
PHQ-9 Total, n 227 670 667 232 1796 SCCAL, Smpe Clinieal Colits Actity ndex. PSCCAL patint SCCAL 1o o0 Stanard devistion.
Mean = SD 6.3+54
PHQ-9 depression severity, n (%)
klﬂ?lge'm'”'ma' 222 ggg e Using PRISM, physicians rated the UC-associated
Moderate 256 (14.1) suffering of their patients higher than patients rated
g"odefate'y severe 1019((26-5) themselves, Figure 3A
evere 5 .
Missing 22 (1.2) — Mean difference + SD of patient-PRISM — physician
EIMs, n (%) 186 (10.2) PRISM =-0.4 + 2.2, P<0.0001
Any treatment since UC diagnosis, n (%) 1724 (94.9) . .
Response to current UC treatment, n (%) ® FOF SCCAI, patlentS repOFtEd hlgher mean scores When
Not applicable/no current treatment 63 (3.5) compared with physician assessment, Figure 3B
Too early to assess 187 (10.3) .
Complets response 757 (41.7) — Meandifference £ SD of P-SSCAI-SCCAI=1.26+2.42,
Partial response 712 (39.2) P < 0.0001
No response 70 (3.9)
Missing 27 (1.5)
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Approximately 40% patients and physicians disagreed on the severity of
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As an adjunct to standard measures of disease assessment, PRISM may
serve as a valuable tool for improving patient/physician communication
regarding the disease-associated suffering of patients with UC
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