2 UYKPLTLKN OTATLOTLIKN peBodoAoyla
(yvwotn Kol wc)
2 TOTLOTIKN CUMTIEPAOLATOAOY LA
(Inferential statistics)



BAuata mov akoAouBou

LLE

m Fevikn peBodoloyia ZUYKEKPLUEVO TTOLPASELYHLOL

OETOUE TO EMIMESO CNUAVTIKOTNTOG

2 OETOUE TNV EPWTNON Kal LE BAon TN
dvon Twv debopevwy (e€aptnUevng Kot
aveéaptntng HetaBAntnc) anodacilovpe
TL OTATLOTIKO TEOT O XPNOLLLOTIOL)OOULE.

3 O€toupe TN pndevikr untoBeon (H,).
2uvnOwg oav H, Betoupe auto mou Ba
B<Aape va amoppioue.

4 Octoupe TNV evallaktikn untoBeon (H,).
Elval autr mou Ba amodextoupe o€
KATIOLO OPLOL EUTILOTOOUVNG EXOVTOG
amoppiel tTn undevikni umtoBeon,

5 AlevepyoUE TO TEOT KOl LE BAon TNV TLUN
p Ttou pag Sivel Tote:
A) Av p<0.05 tote amoppimtoupe tn
un&evikn umoBeon
B) AnAwvoupue OTL Sev £xou e Adyouc va
amnoppiPoupe tn undevikn umobeon.

The level of significance was set at 0.05 (two-sided)

@&Aoupe va EEpoupe og eva delypa 40 avdpwv (m) kat 60
yuvalkwyv (w) av o AMZ StadEpeL OTATIOTIKA ONUOVTIKA
petatL Twv 6Vo opddwv. Epooov o AMZ akoAouBei tnv
KOLVOVLKI KATavour Tote Ba kavouue t-test.

HO: um = uw r’] p'm - uw =O'
OL LEOEC TLHEG TOU AMZ avdpwV Kol TwV YUVALKWV SeV
StadEpouv petay touc.

Hi: |, 2 By Ny - By, % 0. Emeldn 6ev pmopoupe va
EEPOUE €K TWV TTPOTEPWV TtoLoG AMZ gival peyoAUTEPOC
yU auto Kot Ba mpaypaTonotooupe To SUTAEUPO TEOT (U,
> W, KoL, < W, ).

A) 28.7+5.1 vs 26.624.9, t(98)=2.1, p=0.042 (p<0.05)

H péon tipun AM2 twv avépwv €ivol OTOTIOTIKA CNUOAVTIKA
HEYOAUTEPN OO AUTH TWV YUVOLKWVY (HE TiiBavotnta va
gxoupe kavel AaBoc p=0.05 — AaBo¢ tuTtou |)

B) 28.7+5.3 vs 26.9%5.1, t(98)=1.7, p=0.092 (p=NS)

O AMZ bev dLadépel petall Twv SUo LAWY (EUTIEPLEXEL
TNV AyvwoTtn mlavotnta va £Xoupe Kavel AdBog turou ).



E€aptnpuévn petafAnti Avegaptntn petaBAnti

JUVEXNC TIOU 0LKOAOUBEL TNV KAVOVLKI) KATOVOUN) JUVEXNC TIOU aLkOAOUBEL TNV KAVOVLKI KATOVOUN)
Otav untapyxetl oxéon aAAa oxL e€aptnon Otav untapyet e€dptnon (ouvaptnon)
JUVTEAEOTAC OUOYXETLONG TOU Pearson FpappLkn) TtaAvdépouncn
(Pearson’s correlation coefficient - r) (Linear regression)
Correlations 14 , .
1 E&iowon maAvopounong o
AFPACHE I - )
score SOFA score (y =a+t bX) o o000 00O
_ = 10 oo® °
APACHE Il score P?arsun.CDrrelatmn 1 528 _ g CCl=-338+0.11 X Age' .o...ou-zo :
Sig. (2-tailed) 000 5 _
Q =0.571
N 1251 1250 O g "
SOFA score Pearson Correlation 5297 1 A
Sig. (2-tailed) .0oo
[ 1250 1284 2
** Correlation is significant at the 0.01 level (2-tailed). 0
0 20 40 Age 60 80 100
The correlation between APACHE Il score and SOFA Coefficiente?
oerricients
score is statistically significant (r=0.529, p<0.01). oo
’ 1 7 ) Unstandardized Coefficients Coefficients
2nueiwon: Otav oL cuvexeic petaPAnteg dev o . Std. Error Bata t Sig.
aKOAOUBOOUV TNV KAVOVLKI KOTOVON TOTE b i 3,380 181 18862 | 000
, . Age (years) 108 .003 TEE 37.839 .0oo
avadepoupe to Spearman’s rho correlation a. Dependant Variable: Charlons's comarbidity index

coefficient.



Nepintwon otav EXoUHE VO HETPNOELG TNG idLag HeTaBAnTAC MoV gival cUVEXAC Kot akoAoUOEel

TNV KavoVviKA kotavop. KAaoolkn mepintwon nepapatikwyv oxedtaocpuwyv NMPIN-META.

t-test yla ey pWTEC LETPAOELG
Paired samples t-test

Paired Samples Statistics

Std. Errar . \
Mean M Std. Deviation Mean Paired Samples Correlations
Pairt1  PCT day 1 11.2428 102 36.01335 3.56585 N Correlation sia.
PCT day 7 26761 102 G.53018 84452 Fair1 PCTday1 & PCT day ¥ 102 376 .000
Pair2  suPAR day1 18.6320 43 B.73430 1.33108 Pair2 suPAR day1 & suPAR 43 780 oo
day 7
suPAR day 7 20.0631 43 17.893557 273515 !

Paired Samples Test

FPaired Differences
95% Confidence Interval of the

Std Error Difference
Mean Std. Deviation Mean Lower Upper t df Sig. (2-tailad)
Fair1  PCTday1-PCTday7 R 33.60883 332777 1.96536 18516817 2674 10 011
Fair2 suPAR day1-suPAR day7? -1.43106 1239360 1.89001 -5.24525 23833 - 787 42 453

There was a significant decrease of the procalcitonin levels from day 1 to day 7 (t(101)=2.57, p=0.011).
With regards to suPAR levels there was no analogous decrease.



Nepintwon otav EXoUpHE dUO HETPNOELC TNG LOLaC LeTaBANTAC MOV €ival CUVEXNAC Kat

akoAoU Ol TNV Kavovikn katavoun. KAaoolkn nepintwon netpopotikwyv oxedtaocpwv MPIN-META.

Wilcoxon test yla ey pWTEC LETPNOELC
Wilcoxon Signed Ranks Test (Wilcoxon Paired samples Signed Ranks Test

Ranks
Sum of Test Statistics®
M Mean Rank Fanks
! PCT day 7 - sUPAR day 7 -
PCT day 7 - PCT day 1 Megative Ranks 749 5387 4264.00
L 8 i PCT day 1 SUPAR day 1
Positive Ranks 20 34.30 GEE.00 5 5
Z -6.244 -.338
Ties 3 : :
Total 102 Asymp. Sig. (2-tailed) .0oo T35
a. Wilcoxon Signed Ranks Test

SUPAR day 7 - suPAR day  Megative Ranks 24 20.88 501.00 g
1 ” b. Based on positive ranks.

Positive Ranks 149 2342 44500

Ties 0

Total 43

There was a significant decrease of the procalcitonin levels from day 1 to day 7 (Wilcoxon test, p<0.01).
With regards to suPAR levels there was no analogous decrease.

Noapapetpikd teot: Mpaypatonolovvial 0TV oL CUVEXELG LETABANTEG akoAoUBOUV TNV KOLVOVLKK KOTAVOMA

Mn nopapeTplkd teot: Mpaypatonotovvial Otav oL CUVEXELG LeTaBANTEG dev aakoAouBoUV TNV KaVoviKA
KOLTOLVOLLN KOl OE OLPKETEC TIEPLTTWOELG UE TAELVOMLKEG METAPANTEG.

Tu yaxvoupe MopAETPLKO TECT Mn AP AUETPLKO TECT
JUOXETLON Pearson’s correlation coefficient Spearman’s correlation coefficient

MetafoAn Paired samples t-test Wilcoxon test



E€aptnpuévn petafAnti Avegaptntn petaBAnti

JUVEXNC TIOU 0LKOAOUBEL TNV KAVOVLKI) KATOVOUN) Katnyoptkn Stwvupikn petapfAnti

t-test yia aveéaptnta deiypata (t-test for independent samples)

Group Statistics Table 1. Baseline Characteristics of Enrolled Patients
Std. Error Placebo BCG p
Patient's gender I Mean Stol. Deviation Mean Characteristic (N = 78) MN=72) value
AFACHE Il score Male 206 201687 a.04684 28344
e, years, mean (SD 79.6 (7. 79.9 (7. 0.802

Female 421 20,1188 2.19147 38823 Ag - {5 ] F B:I { E:I

Male gender, no. (%) 35(449) 32(444) 1.000

Charlson's Comorbidity 55(1.9) 5522 0.909

Index, mean (SDO)

APACHE Il score on 7.9(3.0) 8.1(2.9 0.701

study enrolment, mean (SD)

SOFA score on study 12(1.4) 1.0(1.1) 0.586

enrolment, mean (S0)

Independent Samples Test

Levene's Test for Equality of

Yariances ttest for Equality of Means
95% Confidence Interval of the
Mean Std. Error Difference
F Sin. 1 df Sig. (2-tailed) Difference Difference Lower Lpper
APACHE Il score  Equal variances .ooa 830 03 1225 918 04947 48688 -.80524 1.00518
assumed
Equal variances not A02 838.908 a1 .04as7 ABG61 - 81104 1.010488

assumed




E¢aptnpuévn petafAnti Avegaptntn petaBAnti

JUVEXNC TIoU SeV 0lKOAOUBOEL TNV KAVOVLKI KOTAVOLLN Katnyoptkn Stwvupikn petapfAnti
(7 Ta&voukn petofAntn)
Mann-Whitney Test (LN mopapETPLKO TEOT)

Test Statistics®

Ranks
sUPAR day 1
Sum of
Patient's gender I Mean Rank Ranks Mann-Whitney L 12024500
SUPAR day1  Male 234 168.89 3951950 Wilcoxon W 39518.500
Female 121 19562 23670.50 Z -2.327
Total 355 Asymp. Sig. (2-tailed) 020
. L . a. Grouping VYariahle: Patient's
Table 1. Baseline Characteristics of Patients. gender
Standard-of-care (N=130) Standard-of-care + Anakinra P-Value
(N=130)
Age, years, median (Q;-Q5) 63 (53-73) 64 (52-74) 0.982
Male sex, no. (%) 84 (64.6) 81 (62.3) 0.797
Severity indexes, median (Q;-Qs)
Charlson’s Comorbidity Index 2.5(1.0-4.0) 3.0 (1.0-4.0) 0.864
APACHE Il score 6.0 (4.0-9.0) 6.5 (4.8-9.0) 0.962
SOFA score 2.0 (1.0-3.0) 2.0 (1.0-3.0) 0.975

Dnoiimmnina Coaviarityvy IlnAav RO X IEAQ O9% NN A7 E(ET1 ©Q 0992 N\ N =EN=7



Nopapetpikd teoT: Mpaypatonolovvial OTaV oL CUVEXELG LETOBANTEC akoAOUOOUV TNV KOLVOVLKI] KATOVOMA

Mn nopapeTpLlkd teoT: Mpaypatonolovvial OTav oL CUVEXELG LETABANTECG 6V aakoAouBoUV TNV KaVoviKA
KOLTOLVOLI) KOIL OE OLPKETEC TIEPLITTWOELG UE TAELVOULKECG METABANTEG.

Tt paxvoupe MopOETPLKO TEOT Mn TTOPOUETPLKO TEOT

JUOXETLON Pearson’s correlation coefficient Spearman’s correlation coefficient
MetaBoAn (Mpwv — Meta) Paired samples t-test Wilcoxon test

Aladopd petatl dvo opadwy Independent samples t-test Mann-Whitney test

Awadpopd petatl moAwv opadwv (>2)* ANOVA (AvaAuon Staomopdc) Kruskal-Wallis tests

EntavalapBavoueveg petpnoelg (>2)* ANOVA for repeated measures  Friedman test

* - e meplmTwon 1o UTAPXEL OTOTLOTLK CNUOVTIKOTNTA TOTE MPAYLOTOMOLOUE post-hoc pairwise tests (pe n
XwpLg corrections, cuvnBwg katd Bonferroni), yia va avadeifoupe mola (euyapla opadwv N LETPNOEWV
SLapEPOUV OTATLOTIKA ONUOVTILKA LETAEY TOUC.



E¢aptnuévn petaBAnti Avegaptntn petaBAnti
Katnyoptkn StwvupLkn petapfAnti JUVEXNC aVEEOPTATWE KATOVOUNG, N} TOEVOULKA N
KatnyopLlkn petaBAntn (pe npolmobéoelc).
AoyloTtikn maAwvépopnon (Binary logistic regression)

Dependent Variable Variables in the Equation
Encoding 595% C.|for EXP(B)
Original Value  Internal Value B SE. Wald df Sig. Exp(B) Lower Upper
Reconstitution 0 Step1®  APACHE Il score 073 008 82.973 1 000 1.076 1.059 1.093
Death 1 Constant -1.980 179 124160 1 000 137

a. Mariable(s) entered on step 1: APACHE |l score.

OR=1.08, 95% CI=1.06-1.09, p<0.01

YTV epimtwon nmov yvwpl{oupe Kal To Xpovo Tou cupPavtoc (edw tou Bavatou)
Movtéha eriBiwong (Cox regression)

Variables in the Equation

95.0% CI for Exp(B)
B SE Wald df Sig. Exp(B) Lower Upper
APAGHE Il score 064 006 125754 1 .000 1.066 1.054 1.078

HR=1.07, 95% Cl=1.05-1.08, p<0.01



Eldkn mepimtwon
Aveéaptntn petafAnti

E¢aptnpévn petafAnti
Katnyopikn Stwvupikni petapfAntn Katnyopwkn Stwvupikni petapfAntni

Noylotikn maAwvdpounon (Binary logistic regression) +
Mivakeg cuvadelag 2X2 (2X2 contingency tables) with Fisher exact test

Presence of acute respiratory distress syndrome * 28-day outcome Chi-Square Tests
Crosstabulation Asymptotic
. Significance  ExactSig. (- ExactSig. (1-
28-day outcome Value df (2-sided) sided) sided)
Reconstitutio Pearson Chi-Square 35.995° 1 000
n Dieath Tatal
Continuity Carection® 3531 1 000
Fresence of acute Mo Count 462 204 BET — :
respiratory distress % within Presence of £9.3% 20.7% 100.0% Likelihood Ratio 36.134 1 000
syndrome acute respiratory distress ' ' ' Fisher's Exact Test 000 .000
syndrome Lingar-hy-Linear 35.967 1 000
Association
fes Count 3249 292 621
__ M of Valid Cases 1288
% within Fresence of 53.0% 47.0% 100.0%
acute respiratory distress Risk Estimate
syndrome
95% Confidence Interval
Total Count 751 497 1288
" Walue Lower Llpper
% within Presence of 61.4% 38.6% 100.0% -
acyte respiratuw distress Odds Ratio for Presence 2.000 1.58493 24512
syndrome of acute respiratory
distress syndrome (Mo /
fes)
. Forcohort 28-day 1.307 1.185 1.430
FlSher exaCt teSt, p<0.01, OR=2-O 95% CI= 1.6'2.5 outcome = Reconstitution
Forcohort 28-day G54 68 753

outcome = Death
M ofValid Cases 1288




Cum Survival

E¢aptnuévn petaBAnti
Katnyopikn Stwvupikni petapfAntn

10

0g

0s
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05

EldLkn mepimtwon

Ave€aptntn petaBAnti

Katnyopwkn Stwvupikni petapfAntni

Otav eivatl yvwotocg o xpovog Tou cupfavtoc
MovtéAla emiBiwong (Cox regression) pe ypadnua eniBiwong

Presence
of acute
respiratory
distress
syndrome
— Mo
—I¥es

Variables in the Equation

B SE Wald df Sig.

Exp(B)

95.0% Cl for Exp(B)

Lower

Upper

Presence of acute
respiratory distress
syndrome

454 082 36.392 1 oo

1.740

1.454

2.084

0o

5.00

10.00

15.00

Days of survival

20.00

25.00

30.00

HR=1.7 95% Cl=1.5-2.1, p<0.01



