IV CbE3A MEANLIMHCKUX
CTATUCTUKOB FOPO /A MOCKBbI

LUGPOBAS
CTATUCTUKA

HOBBIE 3AAAYUN N TPAEKTOPUA
ABUXXEHUNA

OnuncaTtenbHaa CTaTUCTUKA MeANUNHCRKUX OdHHbIX

UckaHaapos Unbpgap, ooueHT Kadenpbl 06L,eCTBEHHOIO 340P0BbA U OPraHM3aLU MM 34paBOOXPaHEHNS
®Irb60Y BO «Ka3aHCKMM rocygapCTBEHHbIA MeANLMHCKUIA yHMBepcnTeT» M3 PO

[ HuM
r' Oenaprament | OPrAHM3AUMK
3ApasooOXpaHeHusn = 3‘}«"2333&5’2’.13?3"
&%) roposa Mocxas! © MEHEMKMEHTA




Buabl AaHHbIX

m  [UCKpeTHble
= KonnyectBeHHbIC gm

= HenpepbiBHblIE

= HoOMWHaNbHbIE

mm KaTeropranbHble g

= [lopaaKosble

s
0
T
T
©
g
0
=i
=
o

Y Eil S
8(( MOPOBAA
v( gTAmcmgA 21-23 CEHTABPA 2022 AEHb 1. MACTEP-KNACCHI




HenpepbiBHbIE KOIMYECTBEHHbIE JAHHbIE

IV CREIR MEAMUMAMCENX

UMOPOBAR 5 - et
lioroksn B 21-23 CEHTABPA 2022 AEHb 1. MACTEP-K/IACCH R

HOBNE JAZAYA M TRPAEKTOPMA
ARRIHNN

HUH

OPTAHUIALAN
30PABOOXPAHEHMS
¥ MEAWMUMHCKOrO
MEHEJDKMEHTA




f

Hble NaHK

UMOPOBAR 21-23 CEHTABPA 2022 AEHb 1. MACTEP-KNACCHI




KoOnu4ecTBO NosaBneHun

0—i6-15-14-13-l2-l]-10 9 876S543-2-1012345¢6789101121314151617
N3MepeHHoe 3Ha4veHune

IV CREIR MEAMUMMCENX
CTATMCTHNO® rOPOIA MOCHEM HUH

UDPOBAA enapr: OPL:MBI;L:::EHH
st 21-23 CEHTABPA 2022 AEHb 1. MACTEP-KNACCHI LOE aven My

HOBNE JAZAYA 3 TPAEKTOPMA
ABIRIHNA




121,122,125, 125, 128, 128, 128, 130, 130, 130, 130, 130, 132, 132,132, 135, 135, 138, 139

M (mean) — cpeaHAna apupmeTnueckan, uam cpegHaa Cymma Bcex

3HAYEHUN, AeNeHHAA Ha UX KOJIMYEeCTBO
M =(121+122+125*2+128*3+130*5+132*3+135*%2+138+139) / 19 = 130

Me (median) — meguaHa
3HEN€HVI€, HaxogAweeca B cepeagnHe BapmnaulMOHHOIO pAAda.
Me=V,,=130

Mo — moaa
Hanbonee yacto BcTpeyatolleeca 3HaYeHue
Mo = 130 (T1.K. BcTpeuaerca 5 pas)
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YacroTa 3HAUeHHWA

LEHTPaAbHOW TEHAEHLUWN NP PA3HbIX
pacnpeaeneHunsax

7 8 9 10 11 12 13 14 15 186
JHauyeHWe NoKazarena

Mpu HopmanbHOM pacnpegeneHun:

¢ [lepemeHHble ONUCbIBAKOTCA C MOMOLLbIO:
- cpegHet apnupmeTtmyeckon (M);

- CTaHAAPTHOrO OTKNOHeHUs (£SD);

- 95% posepuTenbHoro nHTepsana (95% Cl)

- cToNnbukoBbIx anarpamm (bar chart) c nnaHkammn 95% AU
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JHayeHwWe NoKazarena

Mpu «HeHOpMmanbHOM» pacnpeaeneHuu:
* CpeagHee 3HauYeHUe — MaIouHGOPMaTUBHO
e [lepemeHHble OMMUCbIBAOTCA C MOMOLLbHO:

- meauaHbl (Me);
- UHTEepPKBapTUAbHOro pasmaxa (IQR);

- AWMYHbIX gnarpamm (box-plot)
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Mepbl LEHTPANbHOWN TEHAEHLUUM MPU PA3HOM
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Mepbl USMEHUYNBOCTU

SD (o) — ctaHpapTHOe oTkNoHeHue (standard deviation)
KBagpaTHbIN KOPEHb N3 CYMMbl KBapaTOB OTKNOHEHWIM KaxKaoro
3HauyeHus ot cpeaHero (d), aeneHHom Ha n nam n-1 (npm n<30).
EAMHULBI UI3MEPEHUA — KaK Y NOoKasaTens.

SD = +/(81+64+25%2+4*3+ 4*3425*2+64+81)/18 = +4,8 mm pr.cT.

Yem wunpe paamax 3HaUYEHMUI U Yalle BCTPeUyaloTcA 3HaUYEeHuUsA,
OT/INYHbIE OT cpegHei, Tem Bbiwwe SD

Pap1: 1,2,3,4,56,7,8,9
Pap2: 3,4,4,5,5,5,6,6,7
M;=M,=5
SD, >>SD,
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OT BapmnabesibHOCTU — K CTPYKTYpE

21-23 CEHTABPA 2022

MpaBuno «Tpéx curm», unu npasursno Maycca
B ananasoHax 3Ha4eHun:
M £ 1*SD - 68,3% nccrnegyemsblx,

M + 2*SD — 95,4% uccneayembix,
M = 3*SD — 99,7% uccnegyembix

CAQ(opwur.) = 1305 mm pT.cT. (M+SD)
CA(pxxeH.) = 130115 mm pT.cT. (M1SD)

B kakom gmuanasoHe Haxoautca CALl y 95% naumeHTOB B KaXKgou rpynne?

OpurnHanbHbIM npenapaT — 120-140, AxkeHepuk — 100-160
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KINUMAE FOR ULCERATIVE

Table 1. Demographic and Clinical Characteristics at Baseline in the Induction Trial (Randomly Assigned Patients).®

Characteristic Placebo (N=319) Ustekinumab

130 mg & g/ kg
[N=320) [N=322)

Male sex — no. (3) 197 (BL.8) 190 (59.4) 195 (60.6)

Age —yr 41322135 42.2:13.9 a1.7:13.7 KOI'IW-IeCTBEHHbIe .ﬂ'aHHble
Weight — kg 72.9:16.8 73.7:16.8 73.0:19.3 npeACTaBneHbl C I'IOMOLLI,blO MiSD

Duration of disease — yr E0s72 8172 B2+T 2
Total Mayo scoref £9:16 89216 89:15

Secare of 6-10, indicating meoderate disease 263319 (82.4) 271320 (84.7) 2 1 (26.0)
— nio. ftotal me, (%)

Disease limited to left side of colon — no.flotal no. (3€) 167316 (52.8) 183 /318 (57.5) 168320 (52.5)
C-reactive protein — rmgfliter]

Median = KonunyecrtBeHHble JaHHble

IQR Le-9.9 18-13.7
Fecalcalproectin— kg npeacTtasneHbl ¢ nomolbio Me [IQR]
Median 1224.0 13820 1506 5

IQR 496.0-2224.0 564.5-2681.0 621.5-31925
Medieations far ulearative ealitis taken at bagaline

=1 Medication — ne. (36) 283 (BR.7) 290 (90.6) 294 (91.3)

Aminasalicylates — na. (3} 207 (64.9) 215 (67.2) 238 (7T19)

Corticostaroids — no. (%) 157 (#9.2) 173 (54.1) 168 (52.2)

Median dase (IQR) — mg,/day 2000 (10.0-200) 200 (10.0-200)  20.0 (10.0-20.0) KaTe I'OpMaI'I bHbIE 'ala HHble

Irmmunemodulator — no. (%) 89 (27.9) 93 (29.1) 89 (27.8)

Mo history of disease refractory bo treatment with biologic 158 [49.5) 156 (42.8) 156 (48.4) rl peACTa BneH bl C noMOLLIlbI'O a6c. (%)

agents — no. (35)

Had ot received bislogies 151 (47.3) 145 (45.3) 147 (45.7)

Had recsived biologics but did net have dacurmented 7(2.2) 11 {3.4) 9 (2.8)
treatrment failure

History of treatment failure with bislogics — no. (%] 161 (50.5) 164 (51.2) 166 (51.6)
Only TNF antagonist 112 (35.1) 107 (33.4) 106 (32.9)
Vedelizumab 49 (15.4) 57(17.8) 60 (18.6)
=1 TNF antagonist, regardiess of vedalizumab 159 (49.8) 162 (50.6) 164 (50.9)
Arry THF antagonist and vedelizurmab 47 (14.7) 55(17.2) 5% (18.0)

Plus—rminus values are means £50. QR denotes interquartile range, and THF turnor necrosis facter.
Weight-range—based doses of ustekinumab appraximate 6 mg per kilogram of body weight {with 260 mg preseribed
for patients weighing =55 kg, 390 mg for weighing =55 kg and =85 kg, and 520 mg for patients weighing

=85 kg).

Total scores on the Mayo scale range from 0 to 12, with higher scores indicating more severe disease.

Data for C-reactive protein coneentrations were svailable for 951 patients: 316 receiving placeba, 315 receiving 130 mg
of ustekinumab, and 320 r 1g 6 mg of ustekinumab per kilogram.

Data for fecal calprotectin concentrations were available for 855 patients: 289 receiving placebo, 296 receiving 130 myg
of ustekinurmab, and 300 r 18 6 g of ustekinumab per kilageam.
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121,122,125, 125, 128, 128, 128, 130, 130, 130, 130, 130, 132, 132,132, 135, 135, 138, 139

UKP — nHTepkBapTUAbHbIX pa3max (range, IQR)
- Pa3HOCTb BEpXHEro U HMXHero KkBaptmnen (unm 75% n 25% nepueHtnns)

- U3mepAatoTca B TeX e eaAnHULaX, YTO U cCaM NMoKasaTe/ib
- NS uenoYncNeHHbIX NokasaTenem moryT MMeTb APOOHYI0 YacTb TO/IbKO:

.,0 ..,25(...,3) ...,5 ..,75(...,8)

O6bI4YHO NPeacTaBNAOTCA AaHHbIE HE O PAa3HOCTU MEXAY KBapTUNAMMU, a
yKa3blBaloTCA caMu 3HayeHUA KBaptunen: Q,-Q,
Me = 130 (Q,-Q;: 128-132)

Pap1: 1,2,3,4,5,6,7,8,9
Pap 2: 3,4,4,5,5,5,6,6, 7
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121,122,125, 125, 128, 128, 128, 130, 130, 130, 130, 130, 132, 132,132, 135, 135, 138, 139

A —amnauntypa, pasmax

Pa3HOCTb MaKCMMasbHOro U MMHUMAJ/IbHOTO 3Ha4YEeHUM
A=139-121=18

Min - MUHUMYM
HaMMeHbLLee 3HaYEeHNE NepeMeHHOM
Min =121

Max — makcumym

HanboblLee 3HAYEHNE NEPEMEHHOM
Max =139
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CTaHaapTHaA ownbKa

CraHpapTHan (cpeaHana) ownbKa (SE, m, standard error)

Mepa COOTBETCTBUA BbIOOPOUHbIX AaHHbIX reHepaibHOM COBOKYMHOCTU, Mepa
penpe3eHTaTUBHOCTU

SE — «[loKazamenob-rnonygpabpukamy». « omossil npodykm» - 1N

SE = SD/n =4,8/4,24=1,13

CoOTBETCTBEHHO,

SE yBennumnsaertca c poctom SD
N YMEHbLLAETCA C POCTOM YnCna
ncenegyemsix n
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95% nosepuTenbHbIN UHTEPBA

[NoBeputenbHblit uHTepBan (Confidence Interval)

NHTepBan 3Ha4YE€HUN, B KOTOPOM C onpeaeneHHoOW A0NeEN
BepoATHOCTU (06bIYHO 95%) MOXKHO OXKMAATb HAXOXKAEHME
cpeaHero NnoKasarena Ana reHepasbHOWM COBOKYNHOCTU (npu

MHOXeCTBe NoBTOPOB 3Kcnepwv\eHTa). PaccunTtbiBaeTca ucxoana us
SE.

OWMWMBKA!

«95% W — 310 nHTEepBan, B KOTOPOM HaxoaAaTca 95% AaHHbIX»
«95% AN — ato nHtepsan M=2c 13 npasuna laycca»
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