Wsoriasis Symptoms and Impacts Measure: Identifying Key ltems

Reflecting Core Symptoms of Patients with Plaque Psoriasis

Richard B. Warren,> Matthias Augustin,®> Rhys Warham,*> Jérémy Lambert,® Bengt Hoepken,” Alice B. Gottlieb®

Objective Summary

This post-hoc statistical analysis aimed to identify a The P-SIM is a reliable, validated, | |

subset of items from the Psoriasis Symptoms and Impacts patient-reported outcome tool which l;ct:eAr "tedeEXf;elatt'.z“Z' L e

Measure (P-SIM) which reflect the core symptoms captures key symptoms and life impacts 1liching 8. Thickening A an aentine A

: db : ith ol iacic Thi of plague psoriasis! > Skinpain 9. Irritation items with considerable 2. Skin pain

experienced by patients with plaque psoriasis. This 3. Scaling 10. Sensitivity overlap (some of which 3. Scaling

would allow a quicker and less burdensome assessment - e, O Socl were removed) 4. Redness

. o . Each P-SIM item is scored from 0-10: 2 Buming) L2, vl ogirassimeri 5. Burning
of symptom severity and minimise redundancy with | 6. Cracking  13. Choice of clothing ' :
. . . /. Dryness 14. Fatigue > 6. CraCkmg
other measures used in routine practice, such as the | | 7. Dryness
Dermatology Life Quality Index (DLQI). 0 10
No Very severe

Backg rou nd symptom/impact symptom/impact Original 14-item P-SIM Seven P-SIM items reflecting

core symptoms

e The 14-item P-SIM is a novel patient-reported outcome Seven P-SIM items reflecting core symptoms experienced by patients with psoriasis were identified, which could trigger development of a
tool which captures key symptoms and life impacts of symptom short-form. This may allow more frequent assessments and overall monitoring of symptom severity in clinical practice.

Yo il
psoriasis.

e While the full 14-item P-SIM allows for a comprehensive _ . _ , _ . .
assessment, it may be perceived as too burdensome Figure 1 Principal component analysis at Baseline and Week 16 (14 items) Table 2 Regre;gon analysis:
and time-consuming for clinical practice, and some of A) Bacell B) Week 16 Variability of the
its content may overlap with other assessments such ) Baseline =€ removed symptom
as the DI_Q' —(?.6 —9.4 —(?.2 OiO 0|.2 Oifg —CI).2 OiO Oi2 0|.4 0i6 Items eXplalﬂed by the

e Therefore, a shorter, symptom-focused form of the P-SIM “ - C aum Cracking =1 L o retained items
may be useful for more frequent assessments and overall “- SR S o clothing

. . . . . — \tchin Embarrassment .
monitoring of patient-perceived symptom severity. N | Nﬁhgr@dness < Removed symptom items
© rritation . ; ; ;
o~ o~ - Thickening | Irritation | Sensitivity . Lesions
o~ Fatigue
Methods 2 | 2| e . : , ,
o _ _ _ o T | >eaing - - - o | Dryness Variability explained by retained symptom items, %

e Findings from previous literature reviews and qualitative R Thickening /Lo 1 Redness ; ; ; ;

. . . . . . © _ -o ensitivit O - N Al = ickenin i ' ' ' '
patient interviews were used to identify key items of ' ' Dryness N ?;fi"zr‘;ﬂ . 845 . 877 | 869 | 867
||’]tereSt to pat|e|’]ts 0 4 Sll’;cski‘gegof _o\ Embarrassment Burning /‘/\f'_\'clrritstion _TSensmwty : : : :

) n < Skin pain Itching ™~ Cracking N Week 16 ! ! ! !

e Using observed case data pooled across all treatment S A ’ ! 3 (N=1,126) | °+2 1 943 o 922 926

arms at Baseline and Week 16 of the BE VIVID, BE SURE PC1 PC1 | | | |

. 2_4 . : The first two principal components, PC1 and PC2, which explained the majority of the variance at Baseline (84%) and Week 16 (92%), displayed clear Symptom items removed following overlap analysis were regressed on
d n.d BE READY phase 3 tl’lalS., Inter— Item CorrelathnS, separation of the embarrassment, choice of clothing and fatigue items at each timepoint. the seven retained symptom items. The R-squared statistic was used to
principal component analysis and exploratory factor determine variability explained.
analysis identified items with considerable overlap, from : . . . . . . . .
whigh some items were removed P Figure 2 Inter-item correlations with hierarchical clustering at Baseline and Week 16 (11 symptom items)

* Removed items were regressed on the items retained, A) Baseline B) Week 16
using the R-squared statistic to determine how much _ . i _
variability could be explained by retained items. o 2 8 5§ 2 £ 3 ¢ 4 5 A 5 § 2 2 &

R lt = (23] (7)) = (7] O o 4 (a4 [ 10 (a] -l - = wn (7] L0
esults - OO000000000 N s QOOOOOOOOOON

e Previous findings from literature reviews and patient purning 0000 O . esions (@)@ O 900 g
interviews identified itching, skin pain, scaling, redness Skin pain 9000 O reanes: (@) @) O 900
and burning as key items of interest to prioritise ritation @ O o~ crackns (@) @) @ 000
for retention. vy () ) @)@ @O @ ® = scains (@) @) 000000 .

e Principal component analysis showed clear separation Cracking 00O @® 5 thickening () @) O Q00 5

5 5 0 - 0 0 o
within the 14 items (Figure 1), which were grouped into: Dryness @ ® P ening (@@ @ 000 .
— 11 Symptom |temsl Lesions “ ' __04 Irritation ‘. ‘ ‘ ‘ __04
— 2 impact items (embarrassment, choice of clothing); Redness :: ® . Sensitivity :: : : : 06
— 1 fatigue item. >ealing l—0.8 purning l—o.s
. . . Thickenin Skin pain
e (Given the objective of these analyses was to develop a ° L1 - t““‘ 10 i @@ : ’ 000 10
. . clusters clusters
short symptom-focused form, attention was restricted to o .
the 11 symptom items, among which item overlap was ftching  Iching  Buning  Burming  Buming [ S ba ™ Skin e Sk pos ~ Skim bain Redness | qgons  Lesions | Redness  Redness  Redness — Redness{
Burning Burning Skin pain __ Skin pain __ Skin pain raceing Redness Redness , Scaling __ Scaling
analysed fu I’thel’. ltching  Skin pain — Skin pain [ Irritation  Irritation  Irritation Dryness Scaling - Cracking — Cracking | €"€KiNg Mhickening™ Thickening
. . . Burning Irritation Irritation | Sensitivity ~ Sensitivity ~ Sensitivity | Irritation __ Irritation __ Irritation Lesions _Thllcl;]rgnmg Scaling Scaling Scallng
e Following overlap analysis, cracking and dryness were Skinpain | Sensitvty  Sensitty Sensitivity  Sensitivity _ Sensitivity greadcr;(?é; 9 | Thickening  Thickening T Mekening
I ' ' ' ensitivi ion ion esions calin Sensitivity - Irritation L e L o
retained, as they did not have considerable overlap with Senitiviy | s y Lesions _Lesions _Lesions { e Buming | o titon intdon mtston _ tation _ mtaten _ niaton
' I ryness Lesions esions chin In pain rritation Burning __ Sensitivity __ Sensitivit nstuvi nsitivi nstuvi ensiuvi
aﬂy Othel’ ItemS (Flgure 2) E_)e);ions - Redness Dryness [ R’Sec(irl]ii;s I::itgt?sn —Slentsi:ivity Skin paign S%(gfningy SI?;(grningy<|:
» Due to having considerable overlap with other items, the Seaing | 5209 | rickening  Lesons | Thekenng | scaing _ scaling f “suming. | Sk pain | F T Loume  gunng _ gumns
: : - ) Thickenin ions | €aness = Thickening Thickenin Skin pain 'n pain 'n pain N pain
following items were removed (Figure 2): " - reanes erns g g ; ]
— Thickening (overlap with scaling); Thickening |
o |rr|tat|on (Overlap Wlth burnlng and Skln paln)' ‘ ......... ‘ ........ ’ ......... ‘ ......... .. ........ ‘ ........ .. ......... ‘. ........ ‘. ........ ‘ . ......... ‘ ........ ’ ......... ‘ ......... ‘. ........ ’ ........ .‘ ......... .. ........ ‘. ........ .
—_ SenS|t|V|ty (Overlap W|th burnlﬂg and Sl-(|n pa”"])’ 1cluster 2clusters 3clusters 4clusters 5clusters 6 clusters 7clusters 8clusters 9 clusters 10 clusters 1cluster 2clusters 3clusters 4clusters 5clusters 6 clusters 7clusters 8clusters 9 clusters 10 clusters
. g g The choice to display inter-item correlations with six clusters here is arbitrary and not statistically driven. The number of hierarchical clusters were incrementally increased to see which items remained grouped and which were
LeSIOnS (Overla p Wlth red neSS). separated from each other. Clusters containing only one item are not displayed in subsequent steps in the schematics. Pearson correlation coefficients are presented for assessing the strength of correlations between each pair of items.

The thickening (overlap with scaling), irritation (overlap with burning and skin pain), sensitivity (overlap with burning and skin pain) and lesions (overlap with redness) items were removed due to having considerable overlap with other
items which had been prioritised for retention. Cracking and dryness were retained.
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Only factors with SS loading >1 are presented. This table displays the loading of each item on the respective factor. The factors are given generic labels based on the size of their SS loading (i.e., factor 1 is the factor with greatest SS
loading at the specific time point). Factors with the same label at the different time points may capture/reflect different underlying constructs. The vast majority of items removed via the overlap analysis loaded most heavily on the same
factor as items which were prioritised for retention, further supporting their removal. The presented factors explained 87.4% of the variance of the items at Baseline and 93.9% of the variance of the items at Week 16.

DLQI: Dermatology Life Quality Index; EFA: exploratory factor analysis; PC: principal component; PCA: principal component analysis; P-SIM: Psoriasis Symptoms and Impacts Measure; SS: sum of squared.
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