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[ Abstract] Background The reported outcome level of patients with inflammatory bowel disease (IBD ) has
received attention. There are few mature outcome scales with Chinese cultural characteristics for patients with IBD, and the
developed scales need strict evaluation. Objective  To analyze and evaluate the measurement properties of the Inflammatory
Bowel Disease Patient—Reported Outcome Measurement Scale ([ PROISCD-IBD (V1.0) J, to provide basis for scientific
evaluation of reported outcomes in patients with IBD. Methods From October 2020 to January 2022, PROISCD-IBD (V1.0)
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was used to detect 274 IBD patients who were treated in the Outpatient and Inpatient Departments of Gastroenterology in the First
Affiliated Hospital of Kunming Medical University and the Affiliated Hospital of Guangdong Medical University. PROISCD IBD
(V1.0) consisted of 1 commonality module and 1 IBD specific module ( TIBD ) . The commonality module had 30 items, which
were divided into 4 domains of physical health ( PHD ) , mental health (MHD ) , social health (SHD ) , and spiritual/belief
health (SBD ) . TIBD covered four aspects of digestive system symptoms ( DSS) , extraintestinal symptom (EXS) , special
psychological symptoms ( SPP) , and treatment side effects ( TSE ) . Cronbach’s « coefficient and split-half coefficient were
used to test the reliability. Correlation coefficient method, exploratory factor analysis and structural equation model were used to
analyze the structural validity. Clinical validity of each domain was analyzed using t test. Results The Cronbach’s a coefficients
of PHD, MHD, SHD, SBD and TIBD of PROISCD-IBD ( V1.0) were 0.732, 0.838, 0.781, 0.673 and 0.884, respectively.
Cronbach’s a coefficient of total scale was 0.932. The half—score coefficients of PHD, MHD, SHD, SBD and TIBD were 0.669,
0.859, 0.610, 0.494 and 0.795, respectively, and the half-score reliability of the total scale was 0.879. Correlation analysis
showed that the phase coefficients of PHD, MHD, SHD and SBD scores and commonality module score were all >0.6 (P<0.05) .
Three principal components were extracted from exploratory factor analysis, and the cumulative variance contribution rate was
58.05%. Structural equation model showed that x 7/df=2.568, rool—mean—square error of approximation ( RMSEA) =0.076,
normed fit index ( NFI') =0.677, non-normed fit index ( NNFI) =0.774, comparative fit index (CFI') =0.772, incremental
fit index (IFI) =0.774, SRMR=0.103 1. IBD patients were divided into active stage (n=90) and remission stage (n=184)
according to clinical stages. The total scores of various domains, common modules, TIBD and scale in remission stage were

higher than those in active stage ( P<0.05) . Conclusion PROISCD-IBD (V1.0) has good reliability and validity for reporting
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outcome measures in patients with IBD.
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Table 1  Reliability evaluation results of the inflammatory bowel disease patient—reported outcomes measurement scale
A5 Cronbach’s « Z¥t  4Rk&EMK 45TI5K Cronbach’s o F¥ /AN

PHD 0.732 0.669 SBD 0.673 0.494

HABRRIRAS 0.629 R 0.64

Hahfe ) 552 R 0.635 fE& /M 0.615

Wi 1 5 0.723 PANEEE 22 0.905 0.752
MHD 0.838 0.856 TIBD 0.884 0.795

N 0.468 THALRGuAE AR 0.839

IEEAE 2 0.511 HAMER 0.600

Uik 0.862 FEIRGHE 0.700
SHD 0.781 0.610 RITRIER 0.759

NG SalcH 0.667 JSNiie S 0.932 0.879

R 2 0.551

o 0.319

. PHD= BAf@HE, MHD= LEffRE, SHD=#-2x{d5FE, SBD= A5t/ (FI0f&FE, TIBD= f5548itk.
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2 PROISCD-IBD (V1.0) %44 H 58RI MAHCOCR (r 8)
Table 2 Correlation between each item and each domain in PROISCD-IBD (V1.0)

K H4S PHD MHD SHD SBD TIBD || A H%H PHD MHD SHD SBD TIBD
PHDI1 0.591° 0.261° 0.269° 0.216° 0.304" SHD7 0.524° 0.578" 0.598" 0.173" 0.546"
PHD2 0.599" 0.296" 0.317° 0.172° 0.266' SHDS 0.271° 0.423° 0.640" 0.471° 0.233"
PHD3 0.588" 0.504" 0.362" 0.205" 0.373" SBD1 0.162° 0.214° 0.247° 0.529" 0.165"
PHD4 0.626' 0.233" 0.296" 0.145" 0.579" SBD2 0.066 0.176" 0.253" 0.613" 0.017
PHD5 0.705" 0.534" 0.301° 0.226' 0.616' SBD3 0.329° 0.368" 0.392" 0.645" 0.290°
PHD6 0.389" 0.233" 0.273" 0.186" 0.217* SBD4 0.048 0.061 0.076 0.506" -0.061
PHD7 0.562° 0.348" 0.418" 0.206° 0.363" SBD5 0.246" 0.414° 0.458° 0.686" 0.199*
PHDS 0.630" 0.531° 0.325" 0.170" 0.443" SBD6 0.324° 0.484" 0.568" 0.717" 0.254"
MHDI 0.461" 0.590" 0.545" 0.307" 0.369" TIBD1 0.488" 0.255" 0.261° 0.054 0.631"
MHD2 0.506" 0.637" 0.389" 0.194" 0.486" TIBD2 0.430° 0.243" 0.150° 0.031 0.653"
MHD3 0.301" 0.433" 0.396° 0.412" 0.171° TIBD3 0.544° 0.357" 0.238" 0.084 0.709"
MHD4 0.386" 0.684° 0.420° 0.235" 0.402" TIBD4 0.404° 0.287" 0.297" 0.109 0.659"
MHD5 0.485" 0.826" 0.552° 0.286" 0.521° TIBD5 0.382° 0.292° 0.319" 0.116 0.637"
MHD6 0.490" 0.837° 0.552° 0.338" 0.510° TIBD6 0.485" 0.374° 0.377" 0.209" 0.732"
MHD7 0.403" 0.761° 0.456° 0.293" 0.492° TIBD7 0.312° 0.205" 0.186" 0.020 0.409"
MHDS 0477 0.703" 0.665" 0.559" 0.410° TIBDS 0.547° 0.459° 0.403" 0.114 0.666"
SHD1 0.440" 0.582" 0.711° 0.481° 0.425" TIBD9 0.360° 0.362" 0.314° 0.096 0.462"
SHD2 0.193" 0.300° 0.551° 0.331° 0.154" TIBD10 0.498" 0.507° 0.425" 0.203" 0.761°
SHD3 0.244" 0.378" 0.616° 0.372° 0.169" TIBD11 0.411° 0.550° 0.437° 0.247" 0.648"
SHD4 0.244" 0.397" 0.695" 0.449° 0.221° TIBD12 0.403" 0.456° 0.292" 0.198" 0.603"
SHD5 0.285" 0.405" 0.708"° 0.482" 0.285" TIBD13 0.453" 0.570° 0.465" 0.304" 0.672"
SHD6 0.438" 0.499" 0.591° 0.140° 0.465" TIBD14 0.337° 0.459° 0.427° 0.189" 0.583"

: 3R P<0.05,
% 3 PROISCD-IBD (V1.0) 4535 K43 Bk
Table 3 Factor analysis results of PROISCD-IBD (V1.0) specific module
7% B4 ik - [kl?ﬁﬁ?:ﬁ -
Fr 1 Fr 2 F5 3

IBD1 KA RO % 0.747

IBD2 KA e il 0.747

IBD4 FE{HEFIR S 0.682

IBD3 &S ANIE 0.653

IBD5 ATJE SR 0.631

IBD6 HEfil LHEAR 0.623

IBD10 FH A4 AEIPE T ] 0.614

IBD13 i AR 25 sl i B e 0.863

IBD12 TR BB 0.737

IBD14 259 RIVEH] 0.678

IBD11 50782 s S A= 3 0.619

IBD8 i, O, =0 0.780

IBD9 A AMER 0.759

IBD7 % #

FFAEAR 3.606 2.707 1.814

5 25T (%) 25.756 19.336 12.956

SHHZTHR (%) 25.756 45.091 58.047
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Figure 1  Structure chart of modified PROISCD-IBD ( V1.0)
4 IHE S PROISCD-IBD (V1.0) A3 HEE (X +5, 73)
Table 4 Comparison of PROISC-IBD (V1.0 ) scores between active stage and remission stage

S5k, % PHD MHD SHD SBD PR TIBD R LS
THEN 90  59.10+1393  5875+1658  6525+1643  53.89£17.19  59.60+12.54  5841x1822  5221=11.64
BRI 184 6972£1392  66.54+18.18  71.57+16.15  5867+1662 67161331 76271460 6213+ 11.58

Ll -5.930 -3.428 -3.028 -2213 ~4.494 -8.109 -6.653

PAH <0.001 <0.001 0.003 0.028 <0.001 <0.001 <0.001
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