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1.UVvOD

1.1. Mentalno zdravlje djece i adolescenata

Djetinjstvo i adolescencijaupravo zbog intenzivnogazvoja kognitivnih i emocionalnih
funkcija koji se odvijjuu RYLP ALYRW Q INNOMWIPSDRX ]D FMHORALYRWQR
[1] 0ODGL XVY DpbpumvbKgerdvitt@M kiQzatzdradgaevne rutine UD]J]YLMDMX Y MH :é
VXRpDYDQMD L UMHADYDQMD SUREOHPD WH RGU&aDYDQMCL
upravljanje vlastitim emocijam@2] 2YDNYH QDYLNREOLYMM&XWQOHKRYR
menWDO QR ]G UD Y Rdshije MHRRIB KHG XM XMWY X RGUDVOLK

Prema podatcima Svjetske zdravstvene organizacije (engl. Wealth organiation, WHO)

upravo su problemi mentaRJ ]GUDYOMD JODYQL XJURFL PIQNMDOLGLWI
globalnoj razini, 100 20  GMHFH L DGROHVFHQDWD LVNXVL QHNL RC
XJODYQRP QH SULPH R ¢l).Rréd)ddibevinédoxtatBdg M&vilenja mentalnim
zdravliem i psihoscijaOQLP UD]YRMHP SURWHaX VH GR RGUDVOH
RJUDQL pPLYDEMDQILN 1D X V1$ B #rdge Sirahé, YiRMicanje mentalnog zdravlja

L GREURELWL QDMPODYLK SULSDGQLND GUXaWY popud QMLKR
RELWHOMVNRJ QDVLOMD QDVLOMD menfaimebdstPrbditeljaQilD G U X a W
GUXJRJ VNUEQLNDOMXpPpQRIPDEAWYNLYQRVWL |D WMHOHVQR

pojedinaca u odrasloj dofg].

Ovakvi podatciosobito VX YDAQY{AHPR X RE]JLU PpLQMHQLFXihGD JRWI
PHQWDOQLK SRUH®PUILDMD | DISRREAIEEHsU duglEVRdkhDneprepoznati i

netretirani[3]. 3SRUHPHUDMLPD RGUDVOLK SUHWKRGH QMLKRYL PD
iz kategorije mentainih pdi PHUDMD L WR X GXMHNWBHRYDpHJID QHNL DXV
SRUHPHUDMH X RGUDVORM GREL QD]JLYDMX XSMIDYR HNVWHC

Zbog ranogjavljanja, PHQWDO QL [eduabddBdH gl&vMH uzroka onesposobljenosti

mladih, radno sposoll K OMXBY LRWWU R 4 N RMd3 Hrédstavipaki Qziyubljeni

ljudski kapital[5) 8SUDYR PHQWDOQL SRtdridi&rdizir&nvi LY Lpa (@pHine

SURALY OMH éngl. XeaEs Ri@ed Witk Dissabilty WH LPDMX SUHYDOW®WQFLMX

! PremaSvijetskoj zdravstven oRUJDQL]DFLML </' VH GHILQLUD NDR *RGLQH JGUDYRJ
bolesti (englYears of healthy life lost due diisability). Jedan YLD predstavlja ekvivalent jednoj punoj godini
]JGUDYRJ A&LYRWD L]JXEOMHQRJ ]JERG.LQYDOLGQRVWL LOL OR&HJ ]JGUDYO
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na globalnoj razinf5) =DEULQMDYDMXUH MH &WR VH V JRGLQDPD .
mentalnog zdravlja pod iDYD WH MH ]DELOMdd 260Q. d® RULD Jlii& .G

9DAQR MH QDSRPHQXWL GD X WHUPLQLPD QRYPDQRJ RSWI
JOREDOQX HNR @KU LDPHNRBEMMHXMERODUD

7THPHOMHP VYHIJD QDYHGHRRQW BO QLH S|P W IDAVHKpRWILL SS3DH GV W |
RVREQL L terét[R]aMydatdi@ kanoj pojavip HPHUDMD QDYRGH QD ]DNOM?>
UDQLK JGUDYVWYHQLK LQWHUYHQFLMD NRM HerEfpraloGHD O QR
YLAHIJRGLAQMD RGJRGD SRpHWND OLMHpPpHQMD PRaH UH]XOW
koji bi se u svojoj rangj fazi ODNaH [§.LMHpPLOL

9DAQRVW XOR hd zbr&/hé ¥mduQsizanid globalnih razvojnih ciljeva s vremenom
postaje prepoznival[7] D RJOHGD VH LjeXVHQ QONVBH ipdir&d_akGijBki plan
SRVYHUHQ X&nom YdRavipuH&na od osnovnih pretpostagkiomenutogkcijskog
planapLMD MH SURYHGED @@dirjesKgrak€Dertefena na dokazima i to kod

razvoja strategije, tretmana, prevencije i same promocije mentalnog zdravlja. Upravo je
RMDpDYDQMH LQIRUPDFLMYWRD &LSR\E@DMOPM 6 PMI\WDOQRJ ]G
od glavnih ciljeva spomenutog akcijskog pld6h

9DAQR MH QDJODVLWL GD IRUPDOQD VNUE R PNQWDRPQRPND
UD]JOLPLWRJI WHPH Qiifnfzicé GRNERDNIRMDQUID X RGQRVX QD GMHE
PRVOMHERYLQRURILOL VWUNXDPIOQMPINW L & UR, 8E@aDanstiveDeP D
UDGRYH X UD]OLpPpLWLP pibtypguSULNGRXDBARH BEDWOQRR LWDROLpPpLWLK
IRUPLUDMX QMLKRY [9UUptavy jhrekeaded€)jenahd YoRAAIma predstavlja
VYRMHYUVQQDPIWHGEQLRNXNILP UDJOLNDPD WH pLQL YH]X PHYX L
pDN L NDGD VH VDPL X RGUHYHQRM P MH UQLNMIh@Eide FLUD M’
SVLKRIDUPDNRORJ LOL SDN RELWHO 9V Rraksw titdmdl@ira s/ L L
GRND]JLPD QLMH YH]DQD QL X] MHGDQ WHUDSLMVNL PRGDO
praksa utemeljena na dokazingst ona praksa koja promovira provedive tretmane, s
GRND]DQLP XpLQFLPD NUR] UH]XOWR VEH Y HONRULIMQ LK MPUDD |
brzo, potpuno idugotraino SRER OM aD Q M HunkCioRiaMaR XD QDMPDQMX PRJX
a W H WoPD RStayapraksa utemeljena na dokazima koju zagovara Svjetska zdravstvena
RUJDQL]DFLMD X SRGUXpMX PHQWDOQRJ |GUDYOMia GMHFH
YULMHGQRVW SRVWDMH XSUDYR REMDYOMHQ[O.GRND] R XpL



.OLQLpND LVWUDALYDQMD QD GMHFL L DGROHVFHQV

OHGLFLQD XWHPHOMHQD QD GRND]JLPD WUHEDOD EL ELWL |
GMHPMRM SRSXODFLML LPD WhihNg Rrdjd D\QIU PBALE R QMD LS WRY H
dieci [10. (NVWUDSRODFLMD QDOD]D GRELYHQLK QD RGUDVOI
]JDNOMXpPLYDQMH R XpLQFLPD WUHWPDQD NRG GMHFH VWRJI
QD GMHFL X GMHpMHP LQWHUHVX

OHYyXWSEBRYBYWHQWIDALYD QAliev@ RGG MHW UDPRVYMBRX SDAQMX
GLIDMQLUDQMX L SURYHGEL LVWUDALYDpNoRpadritk RWRNROL
populacijeda donesu informiranu, vlastitodluku o sudjelovanjdl1l]. lzvori sponenute
UDQMLYRVWL OH &dudighika dERRIQHYRVIWHOH RGOXNH SRGORAC
RGUDVOLK PRJX ELWL SRGORAaQL RVREQRM SRWUHEL GD
VXGMHORYDW LL XNLRV WILNDVE L ;i yAVRa@akiindelke€l khogu biti zanemareni

]JERJ SUHGUDVXGD L VWHUHRWLSD NRML SRVWRMH D WLpX
PHGLFLQVNLP VWDQMLPD NRML ]DKWLMHYDMX KLWQR GRQF
davanja informiranog nstanka; mogu imati ozbiljne bolesti za koje danom trenutkune
SRVWRML XpLERRY EWWIOLIMWMMGQR VD VYRMLP URGLWHOMLP
PDWHULMDOQRJ VWDWXVD QH GRVW XD GRWRAHYRHWENR HFF E D WN L
spremnost da sudjelujif LVW U DALY DQM X

Djeca s problemimanentalnog zdraOD MD L]ORAaHQD V X kdjegHstide@Rife UL]LN X
NOLQLpNRP LVWUDALYBQMRMFRIEBE]XPERHOYMGX L]QLPQH YL
SRGDWDND ]ERJ eR RiskiimiHaciyeNiLsliprotnoyte u pogledu brojnih prijetn;ji

neovisnc® DXWHQWLpPpQRP L VORERGQRP GRQRAHQMX RGOXNH |
ima neku mentalnu bolegt?2].

=D UD]JOLNX RG VYRMLK NROHJD NRML UDGH V RGUDVOLP
adolescenataR VL P aW RjuSiameé Bamondjetetu, nezanemaritWU XG XODAaX X UD
RGUDVOLP VNUEQLNRP NRM Lo Mrkcigriranju@jete}l ®. \$kib@ikiR&) P D F L M O
NOMXpQX XORJX X GRQREZHQMX RGOXNH R XNGREKWMRD YRR H
AWR VNUEQLN ED& NDR L LVWUDALYDp PR&H LPDWL RGUHYH
samog djetet410] =ERJ RYDNYLK NRQIODNBWR O WHWILPWWMHG IDO NRIQ F
SULVWDQND GMHWHWD HQJO DVVHQW X] SULVWDQDN URG



PLAOMIBERMBRAMQR JUHORJ VXGLRQLND X SURFHV GRQR&HQM
LV W UDRAQYDQMX

,DNR LVWUDALYDpNL UDG V PDOROMHWQLFLPD ]JDKWMHYD ¢
RGUDVOLK YDAQR MH QDSRPHQXWL GID té 8 Kvabopihdy X XMH
SUREOHPDWLND GUXJDpLMH PDQLIHVWLUD L UMHADYD NF
adolescenta.

2VLP GREQH QHXMHGQDpPHQRVWL SRVHEQR L]JUD&HQL SURE(
WLpX VH L QH ISRU P &MeitkAKIR potdjaza VXGMHORYDQMH X LVWU
upotreba placeba koja, jeada su djeca u pitanjposebno kontrovena[10]. Dodatno, jedno

RG ELWQLK QDpHOD HWLpPpQRVWL MHVW SULRULWHSOSURYRY
MH SULPMHUHQR LV WU D é&drasipr@, etorivnatdrifdp djscy) Bavivsivovia Q D
adolescentima, prije nego sailozi sudiotka XNOMXpH PODYD GMHFD

Zbog opisanih UD]JOLpPLWLK S U HZS pidvédbu LYWW D @ BXY DROMRM VSHFLILp
populaciii D NRMH VH WLpX L]P HRSV RYQWRRABH QBURE QSK RY RV H
LVWUDBLFDQROMHWQLP VXGLRQLFLPD NRML X] pasRtiLP DM X
REHVKUDBUSMXYBDPQR LVWUDALNEIMLPD DOL L VSRQJRULPE

Stoga, pema dostupnim podatcima, ido SOOLMHNRYD QD DPHULpNRP WU&LA
LQGLNDFLMX ]D SULPMHQX NRG GMHFH L WR XJODYQRP ]
LVWUDALYDQMD QLVY.SURYHGHQD QD GMHFL

=ERJ RIJUDQLpHQH SULPMHQH VSR]QDMD GRELYHQLK LVWUL
primjene lijekova izvan odobne indikacije (tzv.engl. off-label primjena) bez primjerenog
YUHGQRYDQMD XpLQND[1RIB] GWHINOFOMWY B B § XIOPWMMQD D F DD [
provedena na dje¢i6,17].

$ P H U lupravaza hranu i lijekovéengl.Food and drug administratigriFDA) 1998. svojim
propisimalengl.The Pediatricrule REYH]XMH LVWUDALYDpH QD SHGLMDWU
i bi R O iR Arbizvodakoji bi se mogli prnjenjivati nadjeci LOL VH YHU GXAaH YULMHPH
bez odobrene indikacij¢l8]. Istu odredbu donose i Nacionalni zavadi zdravlje (engl.
National Institutes oHealth, NIHHNRG XYMHWD SULMIL QD @ML QD Q/NHH [V MWH [
projekatatVYDNR LVWUDALYDQMH QD OMXGLPD WUHED XNOMXpL
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X VXSURWQRP VX LVWUDALYDpL REYH]QL QD \utionlkalizREMD &G
LVWUD&LYDIWNRJI SODQD

60LPpQD UHJXODWLYD MD Y2@6 Dodinkel (exgll eUFR&NAKdRNediXiges M L
Regulation V FLOMHP R@ixadhfaluydrépdirbedirskih proizvodana djeci, ali i s
FLOMHP RVLIJXUDYDQMD YLVRNH UDJLQH HWLpNLK VWDQGDU
bi se testirani proizvod na koncu odobrio za pedijatrijsku primjée21].

6 FLOMHP SRWLFDQMD RYDNYLK LVWUDALYDQMD SRQXYyH
JDLQWHUHVLUDQH LV \\g doL iy priprjedce NARVQH B H F § M Riaiob§ad Q M D
patentnog ligkaX NROLNR LVWUDALYDpL RGOXpH S URWHIPNNHI LYW D D'
[10].

13 3ULMHYUHPHQR SUHNLGDQMH NOLQLpPNLK LVWUDALY

SpomenuteL Q L F L M D W Ls¥ tHnafrjes BlaHséirQulirauSHGLMDWULMY2RIB.LVWUD a
OHYyXWV.PUDVWRP EURMD LV \MUELLM D aadd iR pGevirehieho
SUHNLQXWLEB L¥MWSLDRAM X B RNMHWR M RGAAdjRHskIIQL VW UDBdzYDQMD
objavljenih rezufata[23,24].

SULMHYUHPHQR SUHNLGDQMRHEMDWMGIIGQWRD § MBI IMAYXOW B DX N
(engl. publication bias MHGQL VX RG JODYQLK X]JURND Wp¥arch VWUD AL
waste ,VWUDALYDpNL RWSDG RVRELWR MH VSRUDQ NDGD JR
GMHFL NRMD VMHWHRIFOMNFRGHMBRA PHWRGRORANLK[1IOHIJDOQL

SULMHYUHPHQR SUHNLGDQ ®BANKD R LLpadjekdi koMM &0y D Q M D
GLUHNWQRM MH YH]JL V QMLKRYLP QHSRWUHEQLPeBRQDYOM
SUDYLOLPD GRE U 5ReDjer@ddpakurijéviazizagaydfotencijalnom, pa makar i
minimalnom, riziku dodatnog brojaaloljetnika

Prema nalazima Shamliyan i suradnjkd SURSRUFLMD Q H]D Yddo&étienihkaal. V W U D &
djecirasla je linarno od 2001. do 2009. za 186 (od 1,9% do 8,4%) a preko 30% takvih

L V W U D iije Yidv€)dvraxlog prekida OLpQLP LVWUDALYDQMHP 3LFD L VX
velik broj djece tprekoosamW LV XNIROMD VX ELOD XNOMXpHQD X LVWUDAL
kraju [23]. Gotovo 10 SUHNLQXWLK LVWUDALYDQMD SUHPD RYLP D

dostupnima razloge prekida.
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1.4. Pristranost objavljivanja

.DNR MH QDYHGHQR SULVWUDQRVW WLMHNRP LVWUDALYD{
LVWUDALYDQMDpravi{jiVQPRRYBDORBAHQMD SULP M HdtvemdH QHSU
prakse. 3BULVWUDQRVW X ]1QD QRRWHAID RM HPRIXDD YWVBED KANQMHR |
YDOMDQLK L REMHNWLYQLK ]DNOMXpifphhimRzndnsteriihD ALY D p N
odlukama i postupcima pristranost BeBRaH GRJRGL W lizrade ¥ CSRIRD LMRRI DALY DL
QDFUWD QMHJRYH SURYHGEH DQDOL]JH L LOL LQWHUSUHWLEL
[27]. Spomenuta publikacijgjotovo 40 godina kasnijpotakla e RVQLYDQMH XGUXa
znanstvenika (englThe Catalogue of Bias Collaboratiprs ciliem kreiranja Kataloga
pristranosti dostupnog na Intern¢f8]. Spomenuta inicijjativd D FLOM LPD RVYMHawWDY
SULVWUDQRVWL NRG VDP L Krilemjapddiranoatilppduzn@ BvePbltidiR ] Q D M X
korakekako birizik pristranosti uLVWUDALYDQWRDRMP VMBP IPRDXUX UD]LQX
LVWUDALYOWMDDOB SRGDWFLPD NRML VX S[2MMbUaR@Q L X QDI
javno dostupni Katalog namijenjen je svima onima koji evaluirafiultate LVWUDALYDQMD
NDNR EL SURFLMHQLOL PRJXU XW2aAdltdte Orivergrétdchewniézatdka/ WL QD
te kako bi nakoncu ispravno upadieELOL GRND]JH SULOLNRRdre/RN@ROAHQMD |
skrbi[28].

2VLP aWRHPHalti X NOLQLPpNLP LVWUDALY D (pNstrahBstiglavdiO Lp L W L |
X W M H[HD RDMQj& eYvltatf2g]. Kada je viergatnostdailH LVWUDALYDQMH ELW
QHUOH ELW L, REWNd2aeM|jebQvit rezultata, tada govorimo o postojanju pristranosti
objavljivanja[29) NRMH VYRMH NRULMHQH Y XhahoSil3Q PARistrgnBstL] G U X:é
REMDYOMLYDQMD SRGYUVW RojivadtoB U akviky spDrieRutoy/KatalpyyaM H & W C
definiraju kaoiskrivljavanje podataka L VW U D SIMIDQ M R P L | Xouig-salekimooD Q M D
RWNULYDQMD LOL XVNUDULYDQMD L Q it&®pbRpDaRju BaheReB eV W U D Q
koja je predmetV WUDRLBRQIM WD QMX LVW WIHAEH [N REJQA HYIMDM [ W
pak koddiseminaciePHWR GRORJLMH L\iWahihAaltatdBQMD L LOL GRE

Pristranost pozitivnih reftata jest posljedica favoriziranja L]Y M HgaW Dp6Zitivnim
rezultatima i to u svim etapama objavljivanjgprilikom odluke L V W U DoadlavijD pala u
PDVRSLSWNDORNMNRP GRQRAHQMH RGOXNH R SULKYDUDQMX UD
urednika[26,30,32]. Kao rezultat opisane pristranostiQDpDMDQ EURM LVWUDALYDC
rezultatima rkada VH QH RE M D YovestMIRprRRAHK ]DNOMXpDND L SUHF
XpN@ LQWHUYHQFLMH QD UD]LQLDGS6RMHXINDM>SRtav®) QMG X |
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pregledr radowe [26]. Analizomvelikog broja sWWDYQLK SUHJOHGD SRND]DQR |
S pozitivnim nalazom imajgotovodvostruko YHUX aDQVX GD EXIGXYW RBEMDBDY B WVHH
YUHPHQVNRP URNX X RGQRWHKnMBlato8338.AaLYDQMD V QHJIJDW

8] QHREMDYOMLYDQMH QDMpH&UH MHU UH]XOWDWL QLVX S
LVKRGLPD SULOLNRP REMDYOMLYDQMD REMDYOMLYDQMH L
engl.outcome reporting biggemeljni je oblik pristranosti objavljivanj36].

SelektivnoL ] Y M H & WiShgdinta MHja se urazb L W L P R EuQlavihank K20
(9) izostavljanje ishodaRML VH VPDWUDMMXO WP HBRAMOMQLPD
(b GRGDYDQMH QRYLK LVKRGDLVVINRBEW OWM L PNWU H XDV M@ L P D

(c ]JDPMHQRP LVKRGD RG SULPDUQRJ LQWHUHVD RQLPD VHD
S Rlpirha, ali i

G XNOMXpLYDQMHP VDPR GLMHOD DQDOL]JLUDQLK SRGDWD

H S U Rje piaWilanja podatka NRML VX DQDOL]L UDidjericé pojdaV UD ALY L
AWHWQLK GRJDYDMDI[SV]LMHNRP LVWUD&LYDQMD

Idealno bimjereishoch mordebiWL R @SBHIHMH SRpHWND LVWUDALYDQMD
odgovarati postavljgmP LV W U D &L Y Ddrjil®nsutjg¢caudvizdravi[87]. Selektivno
LIYMHAWDYDQMH R LVKRGLPD GRYRGL GR SULVWUDQRVWL L
NRPSURPLWLUDWL YDOMDQRVW VDPRJ LVWUBr&liz¢BMMD WH \
Nerijetkoga MH WHaNRDXRPHGWODIQ RG QDpLQD MH XN¥iSRESHGERP S
SURWRNRORR LMWV DAHYIDAQQWULUDQLP SRGDWFLPD R LVWUD
regiserD NOLQLPpNLK[SOVVBNBROUWROQMBD UHIJLVWULUDQR L REMDY
posumnjati da jerisutna pristranogt37]. 5DQLMD LVWUDALYDQMD SRND]DOD
SRORYLFH LVWUDALYDQMD PR&H QDuUL RGUHYHQL YLG SUI
protokola i publikacijd3839) D SRWYUyYyHQR MH -®mUALQHB \DINO® X PAHWRD
PLMHQMDMX NDGD VH X RE]JLU X]PX SUHWK[RXID RKQEREMDYC
RpLIOBOONRH SULVWUDQRVW VHOHNWLYQRJ SXEOLFLUDQMD
a W H WiSuRI&RAaja poznafB7].
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Opisanananipulacijemogupredstavlji n H G R O]IQpERARV W Y H Q RIZE RokaRadoBe@QaM H
postoje u raznima granama medicjd&-47], patakoL X LVWUDALYDQMLPD X SRGU

zdravija[4853. 8JODYQRP VH UDGL R Q Dih@npvarmuYibka keatirakiR ULV W L
LQWHUYHQFLMD &4WR PR&H QDYHVWL QD SRJUBBEQIHIR GO X NH
nepotrebnogSRQDYOMDQMD LVWUDALYDQMD WHVWLUDMXiUL LQW
SXEOLFLUDQR QHPDMX X p[BTD Dwhk@EDojRvaI izkhyridiGiHsupkotsse H

V +HOVLQANRP GHNODUDFLMRP GRQHVHQRP JRGLQH
LVWUD&LYDQMD SURYHGHQLK QD OMXGLPD[BAHRYLVQR R QN

Upravo je transpareW QRVW QDMYDAQLML SUHGXYMHW VLIEBI.QRVWL L
.DNR EL L]YMHAWDYDQMH R SURYSIGHFFIRO® LMHN UDR LY DD M X
SULSDGQLFL VYMHWVNH ]OQDQVWYHQH ]DMHGQL kreatofiQD Q VW Y
VPMHUQLFD ]D FMHORYLWR L]YMHaAaWDYDQMH SUHGVWDYQ
interesnih skupina) pokrenuli sglobalnu inicijativu pod nazivom EQUATORengl.

Enhancing the QUAIity and Transparency Of health Researcprievodu 3REROM&DYDQM
kvalitete L. WUDQVSDUHQWQRVW L [F§.Temekew dilHo@elorganizasije) ipsi L Y D Q M
SRGLUL YULMHGQRVIWIXVI/'WD S RORWDOMLY RV W ]YURYMWE&HDA@ LK |
RWSDG VYHVWL QD QDMPDQMX PRJXUX PMHUX PLQLPDOL]LL
kapacitete]D QHSRWUHE QD5 L VAHPBIODIWQIQMDpLQ NRMLP RYR SR
smjernical]D FMHORYLWR L]YMHAWDYDQMH L WR YHU X ID]JL SODC
LIYMHAWDYDRUK RVEFURPWRWDQMD WH X IDJDPD L]YMH&WDY
LVWUDALYDIIMO K P HW R G R0 RrédNnikrDSQUUK WXWBIUYHQFLMVNLK
(CONSORT), preko opservacijskih (STROBE) do onih kvalitativnin (SRGH)

'RN VSRPHQXWH VPMHUQLFH Qptasilio N YYDNOH. A\WHPAY@ER M H & H Q
LVWUDALYDQMLPD SR QMLKRYRP ]DYUAHWNX SaneMH SRp
UHJUXWDFLMH VeEGUR@QLNO. ®XBQRUDQR LVWUDALYDQMH G
prospektivmi registracii LVWUDALYDQMD X QHNR@GStREGEIMDY QR GRVWXSC

15 5HJLVWUL NOLQ LjréVercija Migerahdsii hjayivrhpR

B3UHXUDQMHQL SUHNLGLVIHAYL QDI YD/QIMDV VQRSNHJH]XOWDW D
PMHUDPD LVKRGD SULOLNRP REMDYOMLNDR M X NN DINRQ W
zdravije diecePRIJX ELWL L]QLPQR &WHWQL RVRELWR DNR VH X]PF
REMDYOMLYDQMD Wsgotc\WUDDNAD @ M VKIS DIDLYYFD R MIRGUXpM X SV Lk
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[56]. 2YDNDY SRGDWDN QH L]JQHQDYyXMH DNJR prwedkupaiji®@ E]LU X]
PRIUHANDRDLQLPpNRP UDGX P D Q MKrbi b hiebBxadihd@ RdrvIjBegasul X p M X
somatskoj medicinijer RVLP amérdéd/téda manje invazivnG URSXVWL XpHVWDOF
QH]DPLMWHHIHQLVX DNYWQR XRpOMLYL

7THPHOMQL QDAWRIWRRNY® RE S UHXUDUWHHFR M SN HW LG /VQUND A L
anulirati, ali i reduciratipristranostipoput manipuliranja mjerama ishogst prospektivna
UHJLVWUDROIMNMWQRRLYDNQMD

SURYMHURP UHJLVWULUDQRJ LVWUDALYDQMD X QHNRP RG
LVWUDALYDQMD LPDPR XYLG XRSiUH X SRVWRMDQMH QHNRJ
domene i mjere ishoda te PIQLUDQL WLMHN L WUDMDQMH LVWUDALY
LVWUDALYDQMD RPRJXUDYD QDNQDGQX SURYMHUX XVNODYVI
objavlenog 2YR MH RG SUHVXGQH YDAaQRVWL NDNR UHFHQ]H
pDVRSLVDNOW®®INBONILIPHIkthppublikacijanakojima seinformiraju R NOLQLPpNRM
praksi .RULAWHQMH UHJLVWUD NDR UHOHYDQWQRJ L QH]DREL
DNWXDOQR VWDQMH X LVWUDALYDpPpNRP SRGponhleieL WR NI
QHSRWUHEQLK LVWUDALYDQMD D @Gjihovih @ripgyrénkenSpekidhaDND NF

Clinicaltrials.gov MHGDQ MH RG QDMYHULK L VYHREXKYDWQLK UF
LVWUDALYDQMD QD RsHPHXUQULID R QR lijgikdyée PR7. godine svojim

zakonom o modernizacij(engl. Food and Drug Administration Modernization Act of 1997

)'$0%$ |DKWLMHYD IRUPLUDQMH MDYQR GRVWXSQH ED]JH V ¢
WHVWLUDQMD OLMHNRYD ]D WH&ANH L AaLYRWQR XJURADYD
registra bila je dostupna javnosti YHOMDVp L JR G L (okhih Bka@Rr€gRladijiaQ M HP E
R UHJLVWULUDQMX NOLQLPNLK LVWUDALYDQMD LMRHE]XOWL
L]U D aME7»g M 2005godineOHYyXQDURGQL RGERU XUHGQeéglD PHGLF
International Committee of Medical Journal Editpf€MJE) Q D Qpbbagektivnu registraciju

NOLQLPNRJ LVWUDALYDQMD NDR SUHGXYMHWI[3#). REMDYX UH

2GERU GHILQLUD NOLQLpPpNR LVWUDALYDQMH NDR VYDNR LV\
LQWHUYHQFLML VD LOL EH] NRQWURQRWD VIN R Sy @ HL QDN HELRYJ
zdravstvenog ishod@2] ,QWHUYHQFLMH NRMH SRGOLMHAaX RYRM RGL
jesu intervencije bilo koje vrste: lijekoviNLU X8RMW XSFL XUHYDML ELKHYLF
obrazovni programiLQWHUYHQFLMH X SUHKUDQL LQWHKHUO&BWQFLMH ]
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bilo koje biomedianske ili zdravstvene mjere dobivene u bolesnika, odnosmdionika
XNOMXpPpHQRJ X NOLQLPNR LVWUDALYDQMH XN@MXpXMXUL IC

Godine 2006. Svjetsk GUDYVWYHQD RUJDQL]DFLMD L]MDYOMXMH |
LVWUDALMDWQYWHDQ DQDHWLPND L PRGSO 00N MOR GalReSHdisQoR V W
OLMHpQLDPpN Renyl GWoXid MMaH Association, WMOGRQRVL L]PMHQH SRV
+HOVLQANH GHNODUDFLMH Q DF1LOMIHA DNYCDLNDX. (pIN RYJD & @ RAUVD AU M D
obveze[6054]. :+2 XWYUYyXMH L PLQLPDOQX NROLPLQX SRGDWDN
LVWUDALYDQMD WUHED VDGUaDYDWL D GDQDV RQD SRGUD]
regrutacijskog statusglaniraQH L RV WY D UH Q Hprimdr@ih bdekuhtar]RishddB,
VDaHWDND UH6X.0Gndng/ POOL. WHD goUHUH SODWIRUPX UHJLVWLEL
LVWUDALYDQMD HQJO ,QWHUQDWLRQDO &OLQLFDO 7ULDOV
SUHWUDALYDQMD NOLQLPNLK LVWUDALYDQMD UHJLVWULUD
zadovoljavaju postavljene kriterijea status primarnih registara (enBtimary registry, te
XNOMXpXMH SRGDWNH GRVWXSQ@326Q.D &OLQLFDO7ULDOV JRY

Od rujna 2008. godinaa ClinicalTrials.gov uvedena jgaza podataktNRMD VDGUAL RVQ
UH]XOWDWH UHJLVWULUD Q Lézultav WudDd&tYphi @ M@dmeXJtoRiBAN H] X G
XQXWDU JRGLQH GDQD R[BI]DYUEGHWND LVWUDALYDQMD

(XURSVNL UHJLVWDU N O LEYIClincalKT rialy Rebised, [EVOTReEN jetdd J O
primarnih registar&/HO-a od rujna 2011. godine od kaskana spomenutom registru nalaze i

javnosti dostupniU H] X OWDW L UH JL V. Regitth&ji@QnakEUCTHR B ¥ & [pYeiz & & D

VYD LVWUDALYDQMD OLMHNRYD X (XURSVNRM XQLML LOL (.
2004, uz posebne obveze za pedijaka L V W U D[&4].YRe@ist¢titani podatgohranjenisu

X %D]L SRGDWDND NOLQLpPpNLK EuNSkeMinijeDz@ Njekov® DeGgd H & Q L K
European Union Drug Regulating Authorities Clinical Trials Database, Eudjd63,66).

9DAQR MH QDSRRBRpb@enlly IDPGIDJ L\PHNL L HX WB®® QLD SHIRIIR/ANH
intervencije, odnosn@ D L V W Uijpkbtay [IDNMRDOHY XQDURGQL RGERU XUHGC
PDVRSLVD VYRMRP SUHSRUXNRP REYH]XMX QDVWHJD & MYUDOIDAML
neovisno o intervencijiek odnedavno WRPpQLMH RG SRpHWEMHAL IR ®DEHR
registracijom i disemiacijom nalazaL VW UDALYDQMD ELKHYLRUDOQLK LQWH
raziniL WR X 6MHGLQMHQLP $PHULPNLP 'UADYDPD R[67]VWUDQH
Ovakvo zanemarivanjeL N D a QuMpd@ediHG R Q R ddi@jéredih propisa u svezi
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bihevioralnih intervencijazabrinjava ako uzmemo u obzir da je upravo psihoterapija osnovna

metoda izbora za tretiranje problema mentalnog zdravlja djece i adolegd&hata

=D XpHVWDOL NRUHODW SULVWUD QR YV YokitimiErMé&a fta&tiMdwy DQM D |
NOLQLpNLP LVWUDALYDQMLPD WUDGLFLRQDOQR VH VPDV
farmaceutska industrijeao sponzof69-71] OHyYyXWLP X SRVOMHGQMH YULMHP
povezanostj72,73], a kakoPaulGlasziou and lain Chalmersvode u svom recentnom eseju
tinicijative koje se baveS U D U Hr@pétduPog inedosljednogL] YMHaAWDYDQMD R LV
NOLQLpNLK LVWUDALYDQMD X SRVOMHGQMH YULMHPH SUR
institucija[74].

,DNR VH SRND]DOR GD VH UHJLVWULUDQD LVWUDALYDQMD L
nego ona neregistrirafids), nDAaDORVW UHJLVWULUDQMH NOLQLpPNLK LV
]JGUDYOMD ULMHWNR MH D SUHDPHV[86R6,7E, @ Bp@@BREROMDY
manjkavosti, kako je dokazano,LwW X HOLPLQDFLMVNL pLPEHQLN SULOLI
SXEOLFLUDQMH X pDVRSLVLPD R Q7880 .URadjikh Kyahtatkh@n H QD W D
LVWUDALY DIQ seHk&koseRi Niledrilci smatraju registraciju nepotrebnkaad manijih

NOLQLpPNLK LVWUDALYDigzitPanjuQD SBINLYWKADFMOMRWHREBR QH E
VYRJ pDVRSLVD X RGQR[BX QDNVINRQNWWHQ@EYMR®MHP SRND]
VOXpDMHYLPD INDIGDWIIDMR DV UHIJILVWUDFLMVNRP EURMX NC
UHFHQ]LMH SURYMHUD WRPQRVWL QDYHGHQRJ UHJLVWUD
dovoljno samo ga navesti. UrednRiY DNY X SRYUaAQX SUDNVX REMDaQMDYD

nije u interesu varati te kako se neistinita registracija lako otkrije.

UUHGQD UHJLVWUDFLMD LQWHUYHQFLMVNRJ LVWUDALYDQ!
SRND]JDOR VH ULMHWNLP L NRG LVWUDALYDQMD REMDYON
b DV R S[7Y LaXKbuppel i suradnicf78) SRND]DOL VX GD YHULQD QDMXJOH(
PDVRSLVD QH WUDAL U H bdabinauaddva ka\pdbliciianjeR Db j8 staniz lifdikR P
QHAWR EROMH X NYDOLWHWQLMLP pDNMRNRNMRMWXSIHR QDB CF
SRYH]DQRVW YLVRNRJ pLPEHQLND RGMHND V XUHGQRP
antidepresiva i kognitvndlELKHYLRUDOQH WHUDSLMH NDR L SRYH]DQR

urednim objavljivanjem rezulta{&1].

Premasaznanjimautora ove disertacijelo trenutkaSODQLUDQMD L L ptobléenH LVWUL
SULMHYUHPHQRJ SUHNLGDQMD L QHSUDYRYUHPHQRJ UHJLYV
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problemis neobjavljivanjem rezultataristranim publiciranjem selektivnim objavljivanjem
ishodanisuLVWUDA&HQL X SRGdiaXIaMjEceP iddpés@@. @ Rbzirom na to da
suupravoONOLQLpPND LVWUDALYDQMD ELKHNRRUDONMIXiigiR M B & ME
po zastupljenosti u ClinicalTrials.gov registf@3], a kako je ranijeopisano, djeca s
SRWHaANRUDPD PHQWDOQRJ ]GUDYOMD SRVHEQR VX UDQNM
XNOMXpLYDPLPMD XWWOUDALYDQMD ]JERJ pHILYWEBDMYDHR LG R W
ovoj populaciji posebno kontroverzan, u ovgjL V H U W D Erbdvshor&h\WupbodErivhtiku

L QMH]J]LQH YDaQH NRUHODWH
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2. CILJEVI | HIPOTEZE
2.1. Ciljevi
&LOMHYL RYH GLVHUWDFLMH VX VOMHGHUL

1. utvrditi stopu prospektivnog registriranja, prijevremenog prekidanja te objavljivanja rezultata
NOLQLPNLK LVWUDALYDQMD QD UHJLVWUX WH VWRSX REM
L VW U D & popDl&zijdizo€) &dolesceatas problemima mealnog zdravlja

XWYUGLWL VWRSX UHJLVWULUDQLK NOLQLPNLK LVWUDaALY
nepotpuno definiranim primarniehodimana registruptvrditi stopu publikacija s pozitivnim
rezultatima, utvrditi stopu nepodudaranjabjavjenih primarnih ishoda s onima koji su
navedeni X S UL S D @DistracijiReM utvrditi stopu P R J X pristranosti selektivhog

objavljivanjaishoda u koristi pozitivnih rezultata,

XWYUGLWL pLPEHQLNH SRYH]DQH V SURYV ptehidanlemMQRP UH
NOLQLPNLK LVWUDALYDQMD Q H Rri définivajéfripyimapnih isfodsa H] X O W D
registry pozitivnim rezultatima u publikacijnepodudaranjerabjavljenihprimarnih ishoda s
RQLPD NRML VX QDYHGéycttaciX teSHLIPFTHGD M XU BSRYH]DQH V P
S UL VW BeRithagiobjavljivanja ishoda u koristi pozitivnih rezultata

4. provesti usporednoLVWUDALYDQMH QD X]JRUNX LVWUDALYDQMD X
odraslih kako bi satvrdila stopaprospektivhog registriraaj objavljivanja rezultata na registru

L SULMHYUHPHQRJ SUHNLGDQMD NOLQLPNLK LVWUDALYDQM
WH QD VOXpDMQR RGDEUDQRP SRGX]J]RUNX XWYUGLWL VWHF
VWRSX LVWUDALY Digrahin prinQuidigiBhadBnar@ Registkistopu publikacija s

pozitivnim rezultatimastopu nepodudaranja registriranih primarnihoda iz publikacije s

onima koji su navedeniregistru te utvrditi stop RJXiH SULVWUDQRVWL VHOHNW
ishodau koristi pozitivnih rezultata.

2.2. Hipoteze
+LSRWH]H NDR RGJRYRUL QD SRVWDYOMHQH FLOMHYH IRUP

Hipoteza 1
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.OLQLpND LVWUDALYDQMD GMHFH L DGROHVFHQDWD V SURE
registrirana i prekidajuvH SULMH SODQLUDQRJ |[DYU&GHWND 9HOLNL
UH]XOWDWH QD UHJLVWUX LOL NDR RGJRYDUDMXuUX 1QDQVW

Hipoteza 2

Primarniishodi nisu detaljno opisartk UHJLVWUX WH VH X YHOLNRP EURMX L
s primarmm ishodima REMDYOMHQLPD X RGJRYDUDMXuURM SXEOLNDI
registra s onima u publikaciji u funkciji fjavoriziranaSR]LWLY QLK UH]XKWwe®& WD LVW
pbHa&UH REMDYOMXM X

Hipoteza 3

YyLPEHQLFL SRYH]DQL V SURENMHVFKPIRGLQDSBRMIHMWUDFLMH
ILQDQFLUDQMD YUVWD LQWHUYHQFLMH WH YHOLPLQD X]R
povezan jes nepotpuno definiranim primarnim ishodima na registnepodudaranjem

objavljenih primarnih ishoda s onimé SUL S D G D M X usioMawdid paziiwik/reztiltaka L

u publikaciji te sP R Jofupristranod us¢lektivnog objavljivanja primarnih ishoda.

Hipoteza 4

,VWUDALYDQMD X SRGUXpMX PHQWDOQRJ J]GUDYOMD RGUL
Pravovremenost registriranja, prijevremeno prekidanje, nepubliciranje, nedostatna definiranost
primarnih ishoda u registru i njihouweedosljedngoubliciranje prisutno jai intervencijskim
LVWUDALYDQMLPD QD RGUDVOLPD MHGQDNR XpHVWDOR NDF
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3. METODE

8VWURM LVWUDALYDQMD

2YR MH RSVHUYDFLMVNR SUHVMHPQR LVWUDALYDQMH SULN
provedenih na djeai podrX p Mefitalnog zdravljanjihovog nepravovremenog registriramja
(ne)objavljivanja tePRJIX i H SULYWWLQARVWREMDYOMLYDQMD SULPDU
SULPDUQRP LVWUDALYDQMX X NRMH BliniciitralR yg\i BEXJR SRGDW
UHJLVWUD 3ULSDGDMXUH SXEOLNDFLMH SBURIQed $ddusi VX X N
i Google Scholar Usporedno opservacijsk VWUDALYDQMH SURYHGHQR MH
LVWUDALYDQMLPD X SRGUXpMX PHQWHD@QIHncallsd.BovOMD R (

registru.
8]JRUDN LVWUDALYDQMD

-HGLQLFD DQDOL]H MH UHJLVWULUDQR NOLQLpPNR LVWUDaAL
DGROHVFHQDWD WH RGUDVOLK 8]RUDN V Xlgstd® L|®5 RPN W D] D
od 1 srpnja 2005., a registrirana do datuma ekstrakedje. lipnja 2017. godine.

,VKRGL LVWUDAaLYDQMD

OMHUH LVKRGD NDWHJRULMVNH VX L GHILQLUDQH QD VOMH

X

NOLQLPNR LVWUDALYDQMe&); SULYHGHQR MH NUDMX GD

X UH]XOWDWL LVWUD&IDY DBMD/\R B M DXYQOMHIL MGLQH GDQI
(da/ ne);

x SRVWRML RGIJRYDUDMXuD SXEOLNDFLMD REMDYOMHQD .
YUHPHQD SURWHNORJ RG NUDMD LVWM®DALYDQMD GR RE

Xx NOLQLpPpNR lragMtrvaddjeyY D QM H
(a) na vrijeme (prospektivno)
() VD IDNDAQMHQMHP DOL SULMH NUDMD LVWUDALYDQM
(c QODNRQ NUDMD LVWUDALYDQMD UHWURVSHNWLYQR

X primarn ishodiu registru definiransu

(a) nedovoljno(bez mjere I ili vremena mjerenja)

(b) s osnovnim elementima (mjera i vrijeme mjerenja)

(c) s osnovnim elementimaanalizom na razirsudionika ili na razini grupe
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(d) potpuno (mjera, vrileme mjerenja, analiza na razini sudiosiRS U ASURPMHQD
SUYH WRpNH PMHUHQMD3? DQDOL]DASURMMHPQD NYWAIH
ASURSRUFLMD VXGLRQLND V PDNVLPDOQLP UH]XOWDWR
X publikacijaprimarnihishoda ukazuje na p@ne/negativne rezultate;
X primarn ishodu registru mijenjaoVH X |]QDpDMQRM PMHUL QDNRQ NULI
ne);
X primarni ishod naveden publikaciji podudara se s ami navedenom wegistru(da/
ne);
X postoji P RJ X U @rigtvaWibsti selektivnog objavljivanjprimarnog ishodau korist
pozitivnih rezultata (dane).

(NVWUDNFLMD UHJLVWULUDQLK NOLQLpPNLK LVWULIL
SRGUXpMX PHQWDOQRJ |GUDYOMD QD &0OLQLFDOWULDO

Ekstrahirali smo registrir@ D LQWHUYHQFLMVND LVWUDALYDQMD NRI
LVWUDALYDQMD?®* QD GDQ OLSQMD JRGLQH A=DWYR
UHJUXWLUDMX SDFLMHQWH MHU VX LK SULNXSLOL GRYROMC
kojeg razlogg82] 8 X]JRUDN VPR XNOMXpLOL RQD LVWUDALYDQMD
2006 JRGLQH MHU MH RG WDGD UHJLVWUDFLMD NOLQLpPpNLK L\
UH]XOWDWD LVWUDALYDQMD8¥ PRELFXGVRQPNPDVRWYIUDLARL
RIJIUDQ@LPRWQUDVSRQ RG GR JRGLQD 3UHWUDJD MH RJUL
SRQDADQMD L PHQWDOQL SRUHPHUDML3 N RMDitioh$in® RQ Xy HC
ClinicalTrials.govUHJLVWUX 8QXWDU VSRPHQXWH N DWHIFRDMDMHX L\
VLPSWRP D QH ][DVHEQL PHQWDOQL SRUHPHUDM SULPMHUL
LVNOMXpPLYR X SVLKLMDWULMVNRP IRNXVX SULPMHULFH
SVLKROR&NRJ UD]J]YRMD WH VWDQMD NjB&rM® o pixria¥ bl X QD
GLMDJQRVWLFLUDMX X RGUDVORM GREL 8 VOXpDMHYLPD
XNROLNR EDUHP MHGQR RG UHJLVWULUDQLK VWDQMD RGJ
RGOXNH R WRPH KRUH OL VH L \aspchidjéaneY X QRVH XX NL & W X [DLAW Y D
(NNDiRT) D SR SRWUHEL VH X UDVSUDYX XNOMXpLR L YRGI
VXEVSHFLMDOLVWITRBMHpMH SVLKLMDWULMH

StanjaSRQXYHQD X RMDLWRRIUXNOMXpPLOL X XJRUDN VX VOMHGHI
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Mental disordersAdjustment Disorders; Affective Disorders, Psychotic; Agoraphobia;
Anxiety Disorders; Anxiety, Separation; Attention Deficit Disorder with Hyperactivity;
Attention Deficit and Disruptive Behaviour Disorders; Bipolar Disorder; Bipolar and Related
Disorders Body Dysmorphic Disorders; Child Behaviour Disorders; Compulsive Behaviour;
Conduct Disorder; Conversion Disorder; Cyclothymic Disorder; Depression; Depression,
Postpartum; Depressive Disorder; Depressive Disorder, Major; Depressive Disorder,
TreatmemtResistant; Disruptive, Impulse Control, and Conduct Disorders; Dissociative
Disorders; Dysthymic Disorder; Hysteria; Mood Disorders; Mutism; Neurotic Disorders;
ObsessivwCompulsive Disorder; Panic Disorder; Paranoid Disorders; Phobic Disorders;
Problem Behviour; Psychotic Disorders; Schizophrenia; Schizophrenia Spectrum and Other
Psychotic Disorders; Schizophrenia, Childhood; Schizophrenia, Disorganized; Schizophrenia,
Paranoid; Shared Paranoid Disorder; Somatoform Disorders; Stress Disorders; Post
Traumdic; Stress Disorders, Traumatic; Stress Disorders, Traumatic, Acute; Stress,
Psychological; Tic Disorders; Tourette Syndrome; Trauma and Stressor Related Disorder;
Alcohol Drinking; AlcoholRelated Disorders; Alcoholic Intoxication; Alcoholism; Anorexia
Nervosa; Behaviour; Addictive; Binge Drinking; Bing&ting Disorder; Bulimia Nervosa;
CocaineRelated Disorders; Diurnal Enuresis; Drinking Behaviour; Encopresis; Enuresis;
Feeding and Eating Disorders; Feeding and Eating Disorders of Childhood; Heroin
Dependence; Marijuana Abuse; Morphine Dependence; Nocturnal Enuresis; Cebaded
Disorders; Psychoses; Substariogluced; Sleep Disorders; Circadian Rhythm; Sleep
Disorders; Intrinsic; Sleep Initiation and Maintenance Disorders; Sleep Wake Disorders;
Subsance Abuse; Intravenous; Substance Withdrawal Syndrome; Sub&elated
Disorders; Tobacco Use Disorder; Underage Drinking.

,] UHJLVWUD VX |]D VYDNR LVWUDALYDQMH HNVWUDKLUDQL
regrutacijski status, dostupnostH] XOWDWD QD UHJLVWUX YUVWD LQWHU
ILQDQFLUDQMD GDWXP UHJLVWUDFLMH GDWXP SRpHWND 1
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(engl. primary completion da@ LOL GDWXP N U OQeévidD studf\dbnpeiiony da® M D

ukoliko prvotni nije bio dostupaiB5] =D VYD SULMHYUHPH&R (@dBaNLQXWL
VWDWXVRP AVXVSHQGLUDQ3® ASUHNLQXWS: ASRYXbHQ3 H
prekida.

(NVWUDNFLMD UHJLVWULUDQLK NOLQLpPNLK LVWUL
SRGUXpMX PHQWDOQRJ ]JGUDYOMD QD (8&75

.RULVWLOL VPR LVWH NULWHULMH XNOMXpH QeksBaksijlg G L]ER
LVWUD & LMiD@WRlsyod 8SRWUHERP QDSUHGQRJ SUHWUDA&LYD
(8&75 QD VYRMRM LQWHUQHWVNRM VWU D@ h&djeciRIGEPEUDOL
ALVSRG JRGLQD®* L LVWUD&LYDQMD NRMD VX LPDOD QF
A]DYU&ZHQR® AQLMH RYODAWHQR?®* ASULMHYUHPHQR SUHNL
AVXVSHQGLUDQR RG QDGOHAQRJ WMMI®BP: NDMRAEULQY D &P
RGJRYDUDOL RQLPD VD VWD W X®IRicaHihB. oY RHHYDV UXW 2JDAD @ |

smo vremenski period registracije kao i kod pretra@dinicalTrials.govregistru.

S obzirom na to da registracija jednog igslaY DQMD SRGUD]XPLMHYD J]DVHEQR
LVWUDALYDpPpNRJ FHQWUD XNOMXpHQRJ X WR LVWUDALYDQM
VWDWXV AX WLMHNX3 X EDUHP MHGQRP LVWUDALYDPpNRP FH
su analizirai NVWUDKLUDQD LVWUDALYDQMD L UDVSUDYLOL Qtl
XNOMXpHQMX LVWUDALYDQMD X X]RUDN

2 Primary completion dateG HILQLUD Q M H détuchHtada jeWdsIpediiBwrliohik pregledan ili je primio

LOWHUYHQFLMX X VYUKX NRQDpPQRJ SULNXSOMDQMD SRGDWDND R SULP
LVWUDALYDQMH |[DNOMXpPpHQR SUHPD XQDSU& WHXIDIMHGEBQRPpSIURW R WR
YLAH RG MHGQH SULPDUQH PMHUH LVKRGD V UD]OLpLWLP GDWXPLPD ]D°

prikupljanja podataka za sve prideQ H LV[BARGH 3

3 Studycompetion dateGHILQLUD Q M H détuchtada jeWaslxdniBuwRrlioAik pregledan ili je primio
LOQOWHUYHQFLMX X VYUKX NRQDpPQRJ SULNXSOMDQMD SRGDWDND R SULP
GRJDYyDMLPD SULPMHULFHJ MXEGCQRRQISNRY M EW] SO @@MWHMR MH OL NOLC
]IDNOMXpHQR SUHPD XQDSU lilMe-pekiQuip¥84 HQRP SURWRNROX
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.DGD MH LVWUDRBENQQYMHPERVIJWL LPDOR YLAH RG MHGQH UH.
SRGDWDND R UHJLVWULUD QiRgMmo LpddstkeD dalvetiBn® Mi Xnajkajejw U D K |
registraciji.

,VWR WDNR ]J]ERJ VSRPHQXWLKWRN MWDOW Q X NN:HE i) & 1DYFD. Q1
dodatne podatke kako bismo provjerili podudarposgikom registriranaVW D QMD ID]JH NOLQ
LVWUDALYDQMD VSROD L GREL VXGLRQLND NULWHULMD X
mjera ishoda te mjera ishodiurnostiL]PHYyX UD]JOLpLWLK UHJLVWUDFLMD L\

8QDWRp WRPH daWR MH SUdIPDIU @GS RLESMHHVPH EWOLIM HL W WHUACH Q
QHSXEOLFLUDQMD NRULVWHUL GYD UHJLVWUD HNVWUDKLU]
QMLK VOLMHGHUL SRVWDYOMHQH NULWHULMH XNOMXpHC
ELVPR LVWRYDIMHGQRVWL PHYyX YLAHVWUXNLP UHJLVWUDF
QHGRVOMHGQRVWL PRJX ELWL JEXQMXMXUH ]D LVWUDALYDY
RYDM SRGX]RUDN QLVPR XNOMXpLOL Xn¥ pofanjené\witdzdlH DQD C
te u diertaciji predstavljlamdr G J R Y Dd¢gkipiviadipodatke.

(NVWUDNFLMD UHJLVWULUDQLK NOLQLpPpNLK LVWU

mentalnog zdravlja na Clinicaltrials.gov

=D SRWUHEH XVSRUHGQRJ LVWUDALYODRLQMDGH HIN \QMDLY B K6 FHLQHH
XNOMXpHQMD X SRGUXpMX PHQWDOQRJ ]JGUDYOMD RGUDVOL

L YLAH JRGLQD ,] HNVWUDKLUDQRJ X]JRUND LVNOMXpHQD
GHPHQFLMD ,VNOMXpMDYWQ MR RRMHAPQLWX SVLKRORANH
AQDUNROHSVLMD3 L ADSQHMD?: S8NROLNR VX RYD VWDQMI
RGJRYDUD NULWHULMLPD XWO K XHH A GHDEOSHXIHBIN@DEUNY. K HX XV W |
,VWUDALYDWMD LSIMPPQLMH NDR L LVWUDALYDQMD SRUHPHUG

SUHWUDALYDQMH SXEOLNDFLMD

.DNR ELVPR SURYMHULOL NRMD VX UHJLVWULUDQD NOLQLY
VYDNR UHJLVWULUDQR NOLQLPpWRWXW BADRYYBQQR:E NE¥H ID
SUHWUMSDYRIpER EBiSP)SUHWUDALOD VX WUL ELEOLRJUDIVNH
*RRJOH 6FKRODU 3UHWUDALYDQMH MH UDYyHQR RG NRORYR
GDQ SXEOLNDFLMH NSRIMIW MBAXND@MpBHEBLR MH NRORYR]D
SUHWUDALYDQMD XNOMXpLYDOD MH >VL@ R]J]QDNX L LOL
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LVWUDALYDpD 6YH SXEOLNDFLMH SURQDYyHQH WHPHOMHP
dodatne provieH L WR NDNR ELVPR LVNOMXpLOL SXEOLNDFLMH S
NRMH VX SRYH]DQH V UHJLVWULUDQLP LVWUDALYDQMHP D
LVWUDALYDpPpNH FLOMHYH

Za svaku registraciju ekstrahiran je datum kada je rad®RVWXSDQ MDYQRVWL 8N
mjesec objave nije bio dostupan, koristili smo zamjenskidatum VLM HpPpQMD XNROLNR |

U mjesecu nije bio dostupan, koristili smo zamjenghivi dan u mjesecu.

3UHWUDALYDQMH MH SURY HGHINR | DO L MHGX¥HiDM@MIRY R G B B U DSR
LVWUDALYDQMD QD RGUDVOLPD X SRGUXpMX PHQWDOQRJ ]C

,VWUDALYDQMD NOLRLBRGK XI)WWXU PHNWVDDMPRI ]GUDYOMD
registriranin na EUCTRreg@/ UX SUHWUDA&HQL VX SR QDVORYX GUADYL
GD LVWUDALYDpL QLVX QDYHGHQL X UHJLVWUDFLML 3UHWI
60OLMHYHQD MH MHGQDND SURFHGXUD NDR L NRG S:yHWUDAL
ClinicalTrials.govregistru.

3.8. Ekstrakcig i kodiranje podataka za analizuP R J X @ridtranosti selektivnog

objavljivanja primarnih ishoda
3.8.1. Ekstrakcija ishoda s Clinicalctrials.gov registra

=D VYD ]DYU&AHQD UHJLVWU L QlinigaD ritlgoDLL]p Wi LK SWWIDELR D & M
NRMLPD MH SURQDYHQD RGJRYDUDMXuUuD SXEOLNDFLMD D
ekstrahirani su podatci o primarnishodima.

Iz ClinicalTrials.govregistra] DELOMHAHQH VX SULPDUQH PMHUH LVKRG
odjeljku pod nazivom Mijere ishoda (endgDutcome measures X] SRSUDWQD SRMDEé
NRULAWHQLK PMHUD XNROLNR VX ELOD QDYHGHQD .DNR
primarrih ishoda[86], iz arhivskog ogranka registra (en@llinicalTrials.gov Archive Sije
]JDELOMHAHQH VX VY H ishpeiMaP@EljeXje8oelliFPricn@rhishod naveden

u registru mijefpo ]QDPDMQR QDNRQ NUDMD LVWUDALYDQKstD SUHSL
LOL GHWDOMQLMD UD]J]UDGD YHU QDYHGHQH SULPDUQH PI
LIPMHQDPD 8 N R GELRN R QI @@ Psiednji primarniishod navederu
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UHJLVWUDFLML SULMH oNst& kabl EfamthiAptinmaéniished M DR 8 B H Z VWOLQ M
podudarnosti registriranog i objavljenog u publikaciji.

3.8.2. Ekstrakcije primarnih ishoda iz publikacije

Iz punod WHNV WD S XE O L\ primai lishpBi FoLuRdliki SLHaRd. izravno nazvane
NRULAWHQH VLQW D BIP MpbanSalitdome) MéasufE Iain outcomé L O L
Arimary endpoing 8 N R O LjddRan @hodhlie nazvanprimarniP ] D E L QeMsHa@dH Q
NRULAWHQ X L]JUDpPpXQX YHQ80h laQkd X pBrahje Dije M) DD @ DMBIQNR D
] D E L Oj¢ishaddkd) je prv naveden u rezultatinij81] 2VLP VDPH PMHUH LVKRGD
VX L YUHPHQVNH WRpNH PMHUBRGDWF NRPML XEBXMXXEBHLONX SO
publikacije na pozitivne ili egativne nalaze. Kategorizacija nalaza u pozitivan ili negativan
U D y H @ré&naMad Lent i suradniana[87]. Nalazi su kategorizirani kao pozitivni: ukoliko je
LOQWHUYHQFLMD VWb WMWQN Ry Lkovirdi[oukoliko & tervencija jednako
XPLOQARYMWUDALYDQMLPD QHLQIHULRUQR Vjedhako§giuaU Y HQ F L
ili sigurnija od kontrole, ukolikoYLAH RG SR®RGIDFH OL WRpPpDND PMHUHQMI
YLAH SULPDUQLK XND]XMH QPDW R RG R [aM@ KiRQAOMK YWOBIMO Q FL M D
LVWUDALYDQMH QLMH WHVWLUDOR HILNDVQRVW LOL XVSF
negativnost nalaza procijenila se u odnosu na hipoetyNR MH QDOD] SRWYUGLR
kategoriziran je kao pozitivan.

.DGD LVDWUDRALWX PRJOL SULVWXSLWL SXQRP WHNVWX SXEOL
MH L] VDAHWND 8 VOXpDMX PDQMNDYRVWL GRVWXSQLK SR

podudaranje primarth ishoda nije se procjenjivalo
3.8.3. Kvaliteta registracije primarnog ishoda

Primarni ishod naveden posljednjoj erziji registracije procijenjene prema navedenim
kriterijima, V O L MSRIGIf*$mjernice] D FMHORYLWR L]YMHAWDY[B@MH R LVI

LPD LOL QHPD QDYHGHQX GRPHQX NRMD VH PMHUL QSU

4 SPIRIT (engl.Standard Protocol Items: Recommendations for Interventional Jriaksdi se o smjernicama
UD]JYLMHQLPD X RNYLUX (48$w%asud?prépdrtke tt8mélichelnpMdkazima za minimalni
VDGUADM SURWRNROD NOLQLpPNRJ LVSLWLYDQMD 6DGUAL WRpPpNH V SL
W R [BRH
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LPD LOL QHPD QDYHGHQX PMHUX NRMRP VH PMHUL GRPH
GHSUHVLMH?

LPD LOL QHPD QDYHGHQH YUHPHQVNH WRPpNH PMHUHQMI
PMHUHQMD?:

LPD LOL QHPD QDYHGHQX DQDOL]X QD UD]JLQL VXGLRQLND

5. ima ili nema navedenu analizu na razini grup QSU ASURVMHpPQD YULMHGQR
VXGLRQLND V PDNVLPDOQLP UH]XOWDWRP:3

Kvaliteta registracije primarnog ishoda kategorizirana je u 4 kategorije s obzirom na broj
elemenata navedenihragistru (a) nedovoljno registrirano (bez mjere iXilemena mjerenja,
primjerice, navodi se samo domena ili domena i vrijeme mjerenja); (b) s osnovnim elementima
(mjera i vrijeme mjerenja); (c) osnovni elementi s analizom na razini sudionika ili na razini
grupe; (d) potpuno registrirano (mjera, vrijeme rajga, analiza na razini sudionika, analiza

na razini grupe).

.DGD MH X UHJILVWU X je@bBgY pli@4rQwR ishotidbvede @ kategorizi

primijenjena je samo na prvi navedeni
3.8.4.Usporedba registriranog i objavljenog primarnog ishoda

Postupakisporedbe registriranog i objavljenisgoda u skladu sS U L M DLAQMWULIPA[BOY,D Q M H P
REMDaQMHQ MH GLMDJUDPRP QD 60OLFL

1HND LVWUDALYDQMDQLDPYQOOHHVRGUMHG/ QORI SULPDUQRJ LVK
QDYHGHQD QHSRGXGDUDQMD QLVX \PHYNXR R EQ R/ WD ALONDXQNM &
PRAH XWYUGLWL YLAH RG MHGQH YUVWH QHSRGXGDUDQMD
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PRISUTNO NEPODUDARANJE: NEPODUDARANJE NIJE PRISUTNO

Registrirani primarni ishod ne odgovara primarnom ishodu u publika Registrirani primarni ishod odgovara primarnom ishodu u publikaciji

X Registrirani primarni ishod ne spominje se u publikaciji.
X Registrirani primarni ishod objavljen je u publikaciji, ali nije definiran kao primarni.
X U publikaciji se navodi novi primarni ishod koji nije naveden u registru.

X Sekundarni isha iz registra objavljen je kao primarni ishod u publikaciji.

X 7TRpNH PMHUHQMD QDYHGHQH X UHJLVWUX QH SRGXGDUDMX

35,6871%$ 02+*80126 7PRISTRANOSTI  SELEKTIVNOG 1,-( 35,6871% 02*801267 35,675%1267, 6(/

OBJAVLIIVANJA ISHODA: OBJAVLJIVANJA ISHODA:

X S5HIJLVWULUDQL SULPDUQL LVKRG WRpPpND H Nepodudaranja ne favoriziraju pozitivne rezultate niti degradiraju negativr

objavljen, ali ne kao primarni i ukazuje na negativne rezultate

x Uvodi se novi primarni ishod u publikaciji koji ukazuje na pienié

rezultate.

Slika 1. Dijagram tijeka usporedb&® HJLVWULUDQLK L REMDYOMHQLK SULPDUQLK LVKRGD LVWUDALY



385 (NVWUDNFLMD pLPEHQLND RGMHND pDVRSLVD

=D VYDNX SXEOLNDFLMWPOPVRELOMHKANQRHPHMHPHREMDXY OMHQD
bazeJournal Citation Reportsekstrahiraje pLPEHQLN RGMH N DmpebtVaRt§)LVD HQ.
]D JRGLQX X NRMRM MH RGJRYDUDM KX Q C5XLE ¥ P RDNR WIDJ REDMQ
RGMHND X]LPDMXuUL X RE]JLU LQIODF L suvadndinRaBIU]Y WHUL TRUP X

x =y * 1.039" (2017- 2)

JGMH MH [ NRULJLUDQL pLPEHQLN RGMHND X JRGLQL \
publikacije, z je godina publikacije. Vrijednost 1,039 dobiven je iz procjene stope inflacije

PLPEHQLND RGMHND S VK LN BWD Ul RNUNP X IOKPOONSRIR SEMHBE)O pPLIR E H
RGMHND ]|D RQH SXEOLNDFLMH eéNJRMHR Q@ IMWHN DPIIORIGARJRIYW W & % D

39 6WDWLVWLpPpNH DQDOL]H

Deskriptivni rezultati o prijevrememo prekidany LVWUDALYDQMD reuithRRBM DY OM L
vremenu registracijepublikacijana s pozWLYQLP UH]XOWDW kdéjiba seMiWUD ALY
UHJLVWUX SULPDUQL LVKRG PLMHQMD RozKivijiQ DepidiQaR M P MH
objavljenima u publikacijikvaliteti regidracije primarniishoda (nepodudaraju registriranih

i publiciranih ishodae podaci o P R J X jfirRtkhnostselektivhog objavljivanja ishodeE LW UH
SULND]DQL IUHNYHQFLMRP L SULSDGDMXULP SRVWRWNRP
SURWHNORJ RG NUDMD LVWUDALYDQMD GR SXEOLNDFLMH \
REMDYH UH]XOWDWDH QU LUNKHDJDWOWU B UEMP HWLPpNRP VUHGL!
VWDQGDUGQRP GHYLMDFLMRP RGQRVQR PHGLMDKy®P L SUL
DVLPHWULpQR v&ijadiweJLFEFBW UDIQQRVW GLVWULEXFLMD XWYUYVI

parametre iskrivljensti distribucije (englskewnesgskurtosis.

,VWUDALYDQMD VX NDWHJRUL]LUDQD V REJLURP QD WR NDG
YULMHPH SULMH SRpHWND L@93X Q OV DM D 3 Q ME RVGH PR [HDN IR
SRPHWND DOL SULMH NUDMD LVWUD&ALYDQMD UHWURVSHN

5 Journal Citation Report§JCR) jestbaza podatakaa kojoj se nalaze podatciutjecajnosti i kvalitdtt p DV R SLV D
XQXWDU QHNRJ ]QDQ\DWHIGBIRL SHEDPHMWUL RGUHYyXMX VH REMHNWLYQR
objavljenih radova- &5 ED]D SUXAD SRGDWNH R pLPEHR@RRIXRDNREENMEN D pDVRSLVLE
]ODQVWYHQIX] pDVRSLVD
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Kako bismo utvrdili kojiVX pLPEFRMHIDQL VD SULMHYUHPHQLP SUHNL
analizaje provedena na istd L Y D Q M L P Degrutdtipkir@gtatisomili privedeno kraju

(engl. Bompleted LOL S UHXUD Q hyR Rerrhbatdd/AvitdRwn / suspended.
,VWUDALYDQMD VD VWDWXVRP AQHSR]QDWR3 ABWWLYQL
Ainknown/active, not recruiting enrolling by invitatior® QLVX XNOMXpHQD X RYX D

Kako bismo provjerili povezanost mjera ishoda i vrste intervencije, WdngX VPR XNOMXD)p
NOLQLpPpND LEMRUDIREAENICKQ/NEROVA Wivdviqr&nitMiltervencija., VWUDALYDQM
GUXJLK YUVWD LQWHUYHQFLMD QLVX XNOMXpHQD X RYX DQ

.DNR ELVPR SURYMHULOL SRYH]DQRVW PMHU Do podieRiGD L L]Y
u dvije kategorije:ihancirani od strane industrijgVYL RQL NRML VX X SRWSXQRYV
ILQDQFLUDQL L] WRJ L]JYRUD L VYD RVWDOD LVWUDALYDQM

,VWUDALYDQMD VPR SR G4 Mroh @Y N OMiziRaN Dak HdoR10Q M H

VXGLRQLND VUHGQMD RG GR VXGLRQLND WH YHOL
[23,82].

UanalizipLPEHQLND ]QDpD pb&tarrR R B PIRYIDKU DM XiiH SXEOLNDFLM
]QDQVWYHQRP pDVRSLVX WH SRVWRMDQMD UH]XOWDWD Q
UHJUXWDFLMVNLP VWAampktedR PriAdm YellidddaR R analiziQDpDMQ LK

PLPEHQLND S Rbjavlia@dnKreMKOWDWD QD UHJLVWUX GRGDWRQF
LVWUDALYDQD NRMD VX ]DYU&ELOD QDNRQ UXMQD JRGL
RVQRYQH UH]XOWDWH UHJLVWU LQUMQ Trigls.4ov Végistad[6.DQMD X
7DNRYyHU VX LVNOMXpHQD VYD LVWUDALYDQMD NRMD VX ]D"
VYDNR LVWUDALYDQMH L] X]JRUND LPDOR PLQLPDOQL SHUL
registru[63]. U analizipLPEHQLND ]QDp D p§dparfR R 8 JIRY DKJ M MckeiH SXE O
X ]QDQVWYHQRP pDVRSLVX XQXWDU SURVMHpPQRJ YUHPHQD
LIlUDpXQDOL VPR SRWUHEQL SURVMHN WH VPR L] DQDOL]H
nakon 15. lipnja 2015. godine. Ovime smo osigurali da svakoddtrd DQMH L] X]JRUND L
UDVSRODJDQMX QDMPDQMH SURVMHPQR YULMHPH SRWUHEQ

BULOLNRP WHVWLUDQ M U HOMHPYCOVQ\RQA W R R dih B Alz &

VX LVNOMXpHQD RQD LVWULDAQYDWDNVNRMBHWXYY UHQRVWM Q
REJLURP QD WR GD L] UHWURVSHNWLYQH UHJLVWUDFLMH
objavljivanja i selektivne pristranosts ULOLNRP L]YMHaAWDYDQMD R PMHUDF
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[94. BULOLNRP XMNLYPEHQIDNIMPQDpPpDMQR S Ryistrab)jekivaditetony UHP HQF
registracije ishoda i pozitivnim rezultatom X SXEOLNDFLML XNOMXpHQH VX
UHJLVWULUDQD LVWUDALYDQMD

Kod analizepLPEHQLND ]QDpDMQR SRYH]DQLK V QHSRGXGDUDQN
S ULV W sdkRifaioKjavijivanjaLVKRGD X SXE O LND¥ IRVQID LVWODXphMRQ

kojih procjena nepodudaranja nije provedena zbog manjkavosti podataka.

Kako bismo provjerili povezanost mjera ishadaste intervencijgrilikom usporedbenjera

ishoda u registru i publikacii X DQDOL]X VPR XN©WXPIAEY BNQOGALBNILKN C
intervencijalijekova i bihevioralnih intervenciaNRML VX pLQLOL YHUOLQX X]JRU?
provedena spomenuta analif@kupni uzorak 211]DYUAHQWKID AL YSQEMDGDMXUR
SXEOLNDFLMRP L RGJRY),R2Ddd 28idtPal & D @M R MsHRsIZEnvijM LPDO
UHJLVWULUDQX XQXWDU QHNH HR® BAjdid \G/REOMMKD N DSAUHHIKRULD
ASRVW XS D NX3J Ra¥edoriziali smo kacA E L R O R & N D /lij&)x PakbljeYirte@vericij D
podrazumijevala konzumaciju dodatka prehrg@mimjerice omega 3 masne kiselins)druge

strane, ukoliko intervencija nijpodrazumijeval&konzumaciju niti direktan tjelesstimulans

(poput elektro stimulacije), kategorizirali sn@ kao bihevigalnu intervenciju(primjerice

terapija igrom ili glazbom)

6 REJLURP QD WR GD VX PMHUH LVKRGD RYRJ LVWUDALYDQ!
analizu povezanostelevantnhpLPEHQLND W]Y SUHGLNWRUYaNiska YDULMI
LQWHUYHQFLMH YHOLPLQD X]J]RUND L JRGLQD UHJLVWUDFLM
u analizinepodudarnostnjera ishoda i pristranostelektivnog objavljivanjéshodg s mjerama

ishoda, tzv. kWHULMVNLP Y DU L MB éged R@edalLQLJ) EnglXd@d Rtig s
SULSDGDMXULP L QW HIB,¥rMylehRded e nfE&VAIQUR SNV Se prediktorske

varijable koje su s@okazale |QDpDMQR SRYH]DQH V NULWHU4duMVNLP YIL
PXOWLYDULMDWQX ORJLVWLPpNX DQDOL]X NDNR EL VH NRQW
YDULMDEOL SULOLNRP REMDaAQMDYIR@GMDIWHRNDVULUDQWD PQ D
povezanosti prediktorskih varijabli s raamakvalitete registracije pmarnih ishoda u regiru,

proveli smo ordinalnu regsisku analizu kako bismo temeljem dobivenih regresijskih
NRHILFLMHQDWD L SULSDGDMXULK LQWHUYDOD SRX]GDQR

ordinalnog kriterija.
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Gdje je bilo primjenjivo, provésmo Hikvadrat test te neparamatrijski Makivhitney test kod
XVSRUHGEH pLPEHQLND RGMHND PHYyX VNXSLQDPD NOLQLPN

=D VYH VSRPHQXWH DQDOL]H NRULAWHQD MH UD]LQD ]QDpD
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4. REZULTATI

5H]XOWDWL LVWUDAaLYDQMD R SULMHYUHPHQRP S
mentalnog zdravlja djece i adolescenata, vremenu registracije te stopi objavljivanja

rezultata

411.'"HVNULSWLYQL SR GksthRitanihiz\EUWITR L CIDicaktiblsgov

registra

EkstrahiralL VPR LVWUDAaLXOW WMIDD D]V &RLYQ LAFO L N D L LVwuU
UHJLVWUD 6OLND 2ELOMHAMD LVWUDALYDQMD QDYHGHQ

Pretraga n&UCTR registru rezultirala jenanjim broemUHJLVWULUDQLK LVWUDA&L®
LVWUDALYDQMD OLMHNRYD 9HULQD LK MH ILQDQFLUDQD R
registriranihna ClinicalTrials.gov registru financirana od strane drugih izvora. U oba registra
YLAH MH IDYUAHRURQ@QWHRRSSUHNLQXWLK LVWUDALYDQMD \
SUHNR ULMHPH UHJLVWUDFLMH UD]J]OLNXMN X N KY]|PAHHYy R G
V O X p D Nistiirdiant Hijgme, dok je taj postotak kod ClinicalTrials.gov madjb®%.

'RGDWQR UD]JOLND SRVWRML L X YHOLpPLQL VDPLK LVWUDaAL
YHOLpLQH X]J]RUND D YHULQD &OLQLPDOQMH DR/ JRYXNUWX
sudionika 9LdH RG SROD LVWUDALYDQMD titeRiEdDistiuishlstopoid D QL V.
QHREMDYOMLYDQMD NRG &OLQEBEDO7UtDOV JRYWINEUDBED
registriranih u ClinicalTrials.gov re§f WUX SURQDYHQD MHZz8 30BCEUNTRFLMD R
LVWUDALYDQMD
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=DWYRUHQD LVWUDALYDQ(
mentalnog zdravlja djece i adolescenata
datum ekstrakcije 13&.2017. (N=9967)

,VNOMXpHQD LVWUDALYDQMD
Duplikati (N = 7217)

[ > Sudionici stariji od 18 godina (N 1144)

6WDQMD QH RGJRYDUDM X =b1B)

,VWUDZDBROMWD SULMH )

N

SNOMXpPpHQD (N8P &LYDQMD
=DYU&HGTs): 1
SXEOLNDFLM#BIQDYHQD 1
3XEOLNDFLMD ©26)H QDYyHQD 1
Prijevremeno prekinu{iSuspendiraniprekinuti SRYXpH®1) 1

Nepoznatd aktivni, ne regrutiraju upis po pozivyN = 192)

Slika2. 'LMDJUDP WLMHND SUHWUDJH L RGDELUD LVWUDALYL

adolescenata iz ClinicalTrials.gov registra
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=DWYRUHQD LVWUDALYDQ(
mentalnog zdravlja djece i adolescenata

] D S R jpdHIW 2005. do 136.2017.
datum ekstrakcije 3.2018. (N=329)

A4

,VNOMXpHQD LVWUDALYDQMD
Duplikati (N =203)

,VWUDALYDQMH WUDMH X QNI
= 55)

Sudionici stariji od 18 godina (N 19)
6WDQMD QH RGIJRYDUDMX=NOYLWHU

S8NOMXpHQD L\WABYDA&LYD
=DYU&aHQI: 1

imaju UDJOLpPLW=3JWD W

3XEOLNDFLME7)QDYyHQD
3XEOLNDFLMD ©16MH QD
1H]DYU&AHQD Spdkibuithy (N=DP H ¢
5D]OLpLWL LNQWDALMDBRL I

QMD 1

XV 1

9LAHVWUXNH UHJLVWUD

ELQ)H L\

Slika3 'LMDJUDP WLMHND

adolescenata EUCTR registra

SUHWUDJH L RGDELUD LVWUDaAL
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Tablical '"HVNULSWLYQL SRGDFISRGAUWAYWMXAPMRYWIORTRI ]GUDYO
adolescenata regigtanih na ClinicalTrials.go¥N = 827) iEUCTR (N = 35)

ClinicalTrials.gov EUCTR
6WDWXV LVWUDALYDQMD N (%) N (%)
=DYU&aHQR 573 (69 23 (63
Prijevremeno prekinuto 62 (75) 9 (257)
Drugo (nepoznatbdaktivno, ne regrutirdupis po pozivu) 192 (232) 3(88)
Financiranje
Bezindustrije 604 (73 11 (3)
Industrija 223 (279 24 (68p)
Vrijeme registracije
Retrospektivho 87 (105) 1(29)
Pravovremeno 385 (466) 33 (943)
2GJRYHQR 351 (424) 0
Nepoznato 4 (<1 1(29)
Godina registracije
20022 1(<1
2005 22 (27) 2(57)
2006 37 (45) 9 (257)
2007 60 (73) 4 (114)
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2008

2009

2010

2011

2012

2013

2014

2015

2016

2017

9HOLPLQD X]JRUND

ODOD LVWUDALYDQMD

BUHGQMD LVWAIDALYDQMD

9HOLND LVWUDALYDQMD !

Nepoznato

Intervencija

Bihevioralna

% L R O/RjékN D

8UHYDM

93 (112)

77(93)

93 (112)

79 (96)

90 (109)

88 (106)

84 (102)

49 (59)

40 (48)

14 (17)

473 (57

304 (37

49 (6

1<)

379 (49

322 (39

26 (3

6 (171)

3(86)

3(86)

2 (57)

1(29)

3 (86)

2 (57)

12 (34

22(63)

1(3

35(100)
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Prehrand dodatak prehrani 26 (3 0

Postupak 11 (9 0

Drugo 63 (8 0

5H]XOWDWL X UHJLVWUXP® DYUAGHQLK LV

,VWUDAaALYDQMD LPDMX REMDYOMHQH U 165 (288) 10 (435)

,VWUDaALY D&hjsvjen® ¢Fldeaké 408(712) 13 (565)

=QDQVWYHQD SXEOLNDFLMD ]DYU&HQL

,VWUDALYDQMD LPDMX REMDYOMHQX S 312 (545) 7 (3043)

,VWUDALYDQMD QHPDMX REMDYOMHQX 261 (455) 16 (6957)

a VWUDALY D Q M6D2Udadiheviakojd. ) PRYRH O R 7Q2D0% RyQdine

b LVWUDALYDQMD NRMD LPDMX REMDY O M HoBjavljend kxa@siveminpdbliRemiju) HI LV W U
196 LVWUD&ALYDQMD NRMD LPDMX SURQDYVHQX SXEO LMDLFMWUIOIQHKMIDQKDR E M
L UH]XOWDWH QD UHJLVWUX L SURQDVMBDIXVRENRBYDMOIQPE RHPOWXYRIQ B L8
znanstvenu publikaciju niti rezultate objavljene na registru

4.1.2 Nepodudaranjepodatakaiz Y L & H Vi Yédiskadtiilana EUCTR registru

'"HVHW RG HNVWUDKLUDQLK LVWUDALYDQMD LPDOD VX YL
LVWRJ LVWUDALY @B3AbMUHPIDRK WIHD¥YRM X 8Q OWRIpOMBGRP LX]R
QHNROLFLQX QHNRQJLVWHQWQRVWL X PB R K MWRIWLPNV Y IDRBH WY
EUCTR. Osnovni podatci poput stanja, inemF LMD ID]JH LVWUDALYDQMD VSR
SRNODSDOL VX VH DOL GYD RG LVWUDALYDQMD LPDOD V>
ODULMDELOQRVW M HHBELLOVD XX¢pNHE MHXOROHBX & BndeiraNidtiddiad WriXod H Q M D
LVWUDALYDQMD LPDOD VX RGUWHNH/OKDALN D pANNEMRH QY B
QD RVWDOH LOL VX LPDOD NULWHULMH XNOMXpHQMD V UD]C
od LVWUDALYDQMD LPDOD VX QHNRQ]LVAREQ WY¥RGQ D ¥ HYGHIN
FHQWUL GHILQLUDOL VXdkierlyDYIL\dA N OGBMNBEM D redistiadiji
R G U H jegr@taciskih centara, ali ne i ostalih, te spgedinenavedene vrijednosti i rasponi
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UD]J]OLNRYDOL PHYyX UHJLVWUDFLMDPD 3ULPDUQH PMHUH L
LVWUDALYDpPNLP FHQWULPD X RG LVWUDaL YRDERWHY HEOL)KO L
mjera ishoda u svim registracijm LVW RJ L V,\paiddi@i Li2o8apak Dnjere ishoda
RGUHYHQGUBVWUDFLMDPD WH QHSRGXGDUDQMH QDYHGHQL!
UD]OLpLWWR DFHIMDPD LV WeRdfinitaviaV\wijprad. yerénjaDli nepotpuno
podudaranje poskala navedd@h mjera bilo je prisutno u registracijama sekundarnih mjera
LVKRGD NRG RG I1DLNR/QPEALYDIOAMDL VLIXUQRVWL QLVX ELO
YLAHFHQWULPQLK LVWUDALYDQMD NRML VX ]D FLOM LPDO
isrDALYDQMD LPDOR MH QHSRGXGDUDQMD PHYyX U#édi VWUDFL
VX UHJLVWULUDOL L detaRa@RHG VAU X DICKR VWL WWhEKL #iBbfoplistii F H Q W D
QDYHVWL YUHPHQVNL RNYLU PMHUMRSIDH QBNHQV WVYIBR GYHDY
dokdrugiLVWUD EHYOIWWIL LVWRJ LVWUDALYDQMD MHVX

4.1.3 Rezultati sa ClinicalTrials.gov registra
4131.=DYUAHWDN LVWUDALYDQMD

$QDOL]H VX SURYHGHQH QD LVWUDALYD QiMprivdaieno KapuV QLP U |
LOL SUHXUDQWHWRDIDIWDEHMMR NRMD VX UHJLVWULUDQD SULN
]DYU&HQ%, N= RG UHWURVSHNWLY Q Ra, Waid Su_pfivedeniu D Q L K
krajuu97, VO Xp D MHAND,01D,214, 9%9%I1P 0,051- 0,895, p=0,035). Retrospektivho
rHILVWULUDQD L \ewaudd dizddlpje ehbliza SNB B XKNWRUD XVSMHA&EQRJ
LVWUDRALYDQMD

Multivarijatna analiza pokazala je & LVWUDALYDQMD VUHGQMH YHOLpPLQ
ELKHYLRUDOQLK L Q pvivede¥d] KpafuTeblca QPIdMe ptédikidrske varijable
SRND]DOH VX VH ]|1QDpDMQLPD L QD XQLYDULMDWQRM UD]ILQ
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Tablica2. /RILVWLPND UHJUHVLM V N CDQUIXOV.PD] P Y REH QINNRP SR/

Univarijatna analiza Multivarijatna analiza

N (%)

=DYU&@HWDN LVWL

Intervencija:

Bihevioralna? 209 (921)

%LROR&ND Ol 219 (859)

9HOLpPLQD LV

Mala? 275 (844)
Srednja 200 (962)
Velika 19 (95)
Financiranje:

Bezindustrije? 331 (899)
Industrija 164 (877)

Godina registracije ®

Ol (95 % IP) p Ol (95 % IP) p

0,524 (0,288- 0,951) 0034 0,441 (0,239 0,815) 0,009

4,636 (2,153 9,986) <0001 6,695 (2,780 16120) < 0,001

3,524 (0,461 26909) 0,225 2,491 (0,316 19613) 0,386

0,797 (0,458 1,386) 0421

1,063 (0,964 1,172) 0,220

N = %=131,271, p< 0,001, Cox & Snell R Square0,063, Nagelkerke R Squared,125

aReferentna kategorija

P*RGLQD UHJLVWUDFLMH X DQDOL]X MH XNOMXpHQD NDR NRQWLQXLUDQ

*RWRYR pHWYUWLQD SUHNLQXWLK LVWUDALYDQMD QLVX QC
OHYyX RQLPD NRML VX QDYHOL UD]JORJH SUHNLGDQMD 1V
XNOMXpLYDQMH VXGLRQLND X LVWUDALYDQMH NDR JODYQL
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Tablica3. 5D]OR]L SUHNLGDQMD LVW ddlaal&doQNEB2QDYHGHQL QD

5DJ]OR]L SUHNLGDQMD LVWUDALYDQMD N (%)
Slaba regrutacija 23 (37,1)
Problemi sinanciranjem 6 (9,7)
Problemi s osobljem 5(8,1)

Promjena cilievat LVWUDALYDQMH QLMH RG LQWHUHV 3(4,8)

BUREOHPL V SURYHGERP L L]YHGLYRA&UOX 2(3,2)

IHGRVWDWDN XVSMHAQRVWL LQWHUYHQFLMH 2(3,2)

&LOMHYL RVWYDUHQL SULMH NUDMD LVWUDAL 2(3,2)

SBDFLMHQWL QLVX GRVWXSQL YLVRND VWRSD 2(3,2)

1LVND VWRSD ]|DGUADYDQMD X LVWUDALYDQM. 1(1,6)

3UHNRUDpPHQ MH SODQLUDQL GDWXP ]DYU&HW 1(1,6)

Nepoznato 15 (24,2)

4.1.32. Objavljivanje rezultata na registru

8 DQDOL]X VX XNOMXpHQBRDY UaH DY U WD HLDYNDRXM D X M Q D
1LWL MHGQR ]DYU2NQ R XPHWOURD X Lydpeipstgshitam tejrispdktivno

(N =61) nije objavloUH]XOWDWH QD UHJLVWUX a4WR MH ]QDpDMQR PL

QD UHJLVWUX N RaGulragistydda prijel@jai(8 N R M2$ 8,329, p = @04
SHWURVSHNWLYQR UH IVWX\W MXiBRjPanalize/®ED6). Y D Q M D
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Srednje vrijeme potrebno da sebjave rezultati naregistru bilo je 386,5 dana
SROXLQWHUNY DU WeEMIQihtérquarble/ S8abgge HQRY BRB - 613 sa 12,2%

LV W U D AL=yT1/@1d)koji su rezultatebjavili na registru unutar godine dana od kraja
LVWUDALYDQNMDY J&HQ LK LWNJIUW D &Y DM K =S 40i488)injdoY U A H W N
je rezultate objavljene na registru u trenutku ekstrakcije podataka, bez obzira na to jesu li

podatci objavieni unutar godinu dana ili poslije.

,] DQDOL]H ]Q D p Dpéveiakih(sloBj&/bBnreNifata na registru unutar godine dana
RG |DYUAHWNDR\ULNONXOBEWY DD DALYDQMD NRMD VX |DYUALC
godine

Prema mltivarijatnoj analizi (Tablica 4 LVWUDALYDQMD ILQDQFLUDQD R
LVWUDALYDQMD VUHGQMH YHOLpPLQH SRYH]DQDVI&tX V RENM
intervencije (E L R O/Rigly Roja je na univarijatnoj razini bila povezana s objavljivanjem

rezdtata QD UHJLVWUX X PXOWLYDULMDWQRM DQDOL]JL L]JIJXELC

Tablica4. /RILVW L p N DDUMID E VLM ' INP E H Qlyjavipvagj@nyrezudagal K V
]JDYUSAHQLK LVWUDALYD @VUD K B D LRE M X XX WDW WRALYD Q

Univarijatna analiza Multivarijatna analiza

N (%) Ol (95 % IP) p Ol (95 % IP) p

Rezultati u registru

Intervencija:

Bihevioralna® 8 (4,3)

%LROR&ND ¢ 40(22,7) 6,544 (2,966 14,437) <0,001 1,753(0,5365,791) 0,358

9HOLpPLQD

LVWUDAaLYD

Mala® 15 (6,5)
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Srednja 34 (20) 3,617 (1,899 6,888) <0,001 3,353 (1,606 7,003) 0,001

Velika 2 (12,5) 2,067 (0,429 9,946) 0,365 3,592 (0,611 21,118) 0,157
Financiranje:

Bez industrije 13 (4,5)

Industrija 38(30,2) 9,267 (4,724 18,180) <0,001 5,358 (1,830 15,687) 0,002
Godina 0,920 (0,813 1,042) 0,189

registracije P

N = %$= 58,026, p< 0,001, Cox & Snell R Square0,148, Nagelkerke R Squared,273
a Referentna kategorija
P*RGLQD UHJLVWUDFLMH X DQDOL]X MH XNOMXpHQD NDR NRQWLQXLUDQ

41.33. 3XEOLFLUDQMH UH]XOWDWD X JQDQVWYHQRP pDVR

=DYU&ZHQD LVWUD&LYDQMD UHJLVWULUDQD SU%MNM=NUDMD
259/495) odretrospektivnoU H J L V W U LithBj®Q (6K 5%, WA BI7E, 010,528, 95% IP
0,317 + S 3RWRQML VX LVNOMXpHQL L] GDOMQMH D«

SURVMHpPpQR YULMHPH REMDYOMLYDQMD SXEOLNDFLMH ELOF

,] DQDOL]H ]QDpDMQLK pLPEHQLND SRYH]DQLK V REMDYOML
RG GDQD RG NUDMD LVWVYD dAWVWDWIVEDL Y.V Q K Bl XNoRHWQD WX [D Y L
2015. godine

Ukupno 1150d 33 |DYUEHQLK LVWWDIMEDLGRQMMDREMDYOMHQ pODQDN
RG NUDMD LYMHIDRAM D VQMRY W SXEOLFLUDQMD PDQMB MH NRC
strane industrije (Tablicg) 5Vrsta intervencije (bihevioralna) koja je na univarijatnoj razini bila
povezana s objfivanjem znanstvengublikacijg na multivarijatnoj razini izgubila je svoju
]QDpDMQRVW
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Tablica5. /RILVWLpND DODOH VL MVRDBH Q biyebiji@RerntplbliRacie V

]DYU&GHQLK LVWUDALYDQMD XQXWDU GDQD RG NUDMD LV\
Univarijatna analiza Multivarijatna analiza
N (%) Ol (95 % IP) p Ol (95 % IP) p

SXEOLNDFLMD

Intervencija:

Bihevioralna? 54 (34,2)
%LRORAND ¢ 43 (23) 0,575 (0,358 0,923) 0,022 1,417 (0,776 2,587) 0,257
9HOLPLQD
LVWUDALYD
Mala? 65 (30,2)
Srednja 45 (27,4) 0,873 (0,557 1,368) 0,553
Velika 5 (38,5) 1,442 (0,455 4,576) 0,534
Financiranje:
Bez industrijé 95 (37,3)
Industrija 20 (14,5) 0,285 (0,167 0,489) <0,001 0,211 (0,104 0,426) < 0,001
Godina 1,070 (0,977 1,173) 0,146
registracije °
N = 26= 25,101, p< 0,001, Cox & Snell R Square0,07, Nagelkerke R Square0,101

aReferentna kategorija

P*RGLQD UHJLVWUDFLMH X DQDOL]X MH XNOMXpHQD NDR NRQWLQXLUDQ
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.RG YLAH RG MHGQH WUHULQH ]DYUAHQLK LVWUDALYDQMD
REMDYOMHQL UH]XOWDWL QD UHJLVWUX EH] RE]JLUD QD YL
YUHPHQVNH WRpNH NRMH VPR HNipaujlvahyd ke@ultatd uDo@k@dnjL S UHC
obliku (na registru ili u obliku publikaciie) 2YD LVWUDALYDQMD EH] REMDYOM|
UHJLVWUX WDNR QL X YLGX SXEOLNDFLMH X JQDQVWYHQR
XNOMXpLYDOD VX R D ONRFONVILH WIQQMHK GDRGULRNDL XNOMXpHQ
]JDYUAHQD LVWUDALYDQMD

4.1.34.Vrijeme registracije

Univarijatna analizaTablica § pokazala je da spravovremenoU HJLVWULUDQD LVWUDa
LVWUDALYDQMD O LiMandir&h¥oD straneMndustBjE&OlHMIQNNDDL VW UD ALY D QM
UHJLVWULUDQD UHWURVSHNWLYQR QHJR PDOD L VUHGQMD

Tablica6. yLPEHQLFL SRYH]DQL V YUHPHQRP UHJLVWUDFLMH

N (%) $(df) p
Pravovremena Registracija sa Retrospektivna

registracija ]DNDaQMH( registracija
Intervencija:
Bihevioralna 143 (378)2 190 (503)2 45 (119)2 27469 (2) <0,001
%LRORAND OL 184 (577)° 111 (348)° 24 (75)2
9HOLpPLQD LV\
Mala 207 (441)2 209 (446)2 53 (113)2 18124(4) 0,001
Srednja 161 (53) 121 (398)2 22 (72)2
Velika 17 (347)" 20 (408)2 12 (245)°
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Financiranje:

Bez industrije 244 (406)? 282 (469)2 75 (125)2 35400 (2) <0,001

Industrija 141 (635)° 69 (311)° 12 (54)®

Svako QDWSLVQR VORYR R]QDpDYD SRGVNXS NDWHJRULMD XQXWDU VYDN

ILQDQFLUDQMH pLMH VH SURSRUFLMH X VWXSFX QH UD]JOLNetMdX ]QDpDM
Z-tesu s Bonferroni korekcijom)

BURQDAaOL VPR |QDpDMX UD]JOLNX X YUHPHQX UHJLVWUDFLM
Kada smo usporedilpravovremenoL UHWURVSHNWLYQR UHJLVWULUDQD
SRWRQMLK SRSRMIOM B G Q Mt 4084 Q B 0,801). ts vrijedi i kod
XVSRUHGEH XpHVWDORVWL UHJLVWUDFLMD VRD=[NDAQMHQMN
S ,SDN XpdavwwmeoOWVWWILVWUDFLMD L UHJLVWUDFLMELC
UD]JOLNXMX VH%pHPBB53RGDEH $

IstraZivanja registrirana retrospektivno
IstraZivanja registrirana na vrilgme

R IstraZivanja registrirana prije zavréetka, ali sa
zakagénjenjem

154 _ E Vrijeme registracije

109

Postotak

OOOOASRASANANNY

|

2002 2005 20

2mo0 201

[l

6 2007 2008 2009 2mz2 23 2014 25 26 27

2

Godina registracije

Slika4. 9ULMHPH UHJLVWUDFLMH LVWRDRAN¥DQMBIMIBBPHWLK Q

p < 0.001.Trake sa svakim pojedinim uzorkom zbrojene kroz cijeli viemenski period iznose
100%.
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Prema multivarijatnoj analizi (Tablica ¥, velka LVWUDALYDQMD pH&EUH VX U
registiUDQD X RGQRVX QD LVWUDALYDQMD VUHGQMH YHOLpPLC
nedavno u usporedbi s onima koja su registrirana ranjew U D &inaMcDaadeé industrije

pbHalOH VX UHtidspeltithb 0dDdRib kajeHfinancira industrija. Prilikom usporedbe na
YULMHPH UHJLVWULUDQLK LVWUDALYDQMD L RsQhdorjaHJLVW U
PHALWWUDELXBYMMUDOQLK LQWH Untirthtambeaiddstije. VW UDALYDQM

Tablica7.LRJLVWLpPND UHJY HVE N@WRDD © Demejdegistracije

5HIHUHQWQD NDWHJRULMD ,VWUDALYDQM Ol 95% IP p

Retrospektivno registrirana Bihevioralna intervencija 1064 0,529-2,140 0,862
LVWUDALYDQMD
Financiranje bez industrife 2289 1,004-5220 0,049

ODOR LVWWDALYDQ 0422 0,173-1,033 0,059

6UHGQMH LWUDaL 0272 0,105-0,705 0,007

Godina registracije 1191 1,080-1,314 <0,001
,VWUDALYDQMD UHJL\ Bihevioralna intervencijé 1,731 1,129-2655 0,012
NUDMD DOL VD ]|DND2Z

Financiranje bez industrife 1,784 1,124-2833 0,014

ODOR LVWWDALYDQ 1205 0,558-2606 0,635

6UHGQMH LYWUDAL 0929 0,424-2,035 0853

Godinaregistracije 0,950 0,897-1,005 0,075

N =696, $10= 72,962, p< 0,001, Cox & Snell R Square0,1, Nagelkerke R Square0,117, McFadder

0,055

a8 XVSRUHGEL V LVWUDALYDQMLPD ILQDQFLUDQLPD RG VWUDQH LQGXVW
®8 XVSRUHGEL V YHOLNLP LVWUDALYDQMLPD

C*RGLQD UHJLVWUDFLMH X DQDOL]X MH XNOMXpHQD NDR NRQWLQXLUDQ
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98 XVSRUHGEL V LVWUDAQLYDQMLPD ELRORANLK LQWHUYHQFLMD OLMHN

5H]XOWDWL LVWUDALYDQMD NYDOLWHWH UHJLVWU
UHJLVWULUDQLK LVKRGD VWriRtEahM&isadutiMmd ébfavijivahjaP R J X U F
primarnih ishoda

IDNRQ SUHWUDJH SXEOLNDFLMD NDNR MrHarREMdpagishddidd QR X 0
napravljena je na poduzorku od 2tdgistriranhLVWUDALYDQMD NRMLPD MH SUR
D NRMD MH VDG |JRBdRiptianDpabl&tai oz dg Radzorka nalaze se u tablici 8

Tablica8. '"HVNULSWLYQL SRGHRGUXIpWWUDHQ WD@MBR X]GUDYOMD
registriranih na ClinicalTrials.gov i obj@@ MHQLK X JQDQVWYHQRP pDVRSLVX
brojem(N =211)

N (%)
Vrijeme registracije
Retrospektivno 33 (156)
Pravovremeno 101 (479)
2GJRYHOQR 77 (365)
Financiranje
Bez industrije 134 (635)
Industrija 77 (365)
Intervencija
Bihevioralna 95 (450)
%LRORA&ND OLMHN 110 (521)
Ostalo 6 (28)
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9HOLpPLQD X]JRUND

Mala, <100

Srednja 100499

Velika, >499

Godina registracije

2005

2006

2007

2008

2009

2010

2011

2012

2013

2014

2015

2016

92 (436)

105(498)

14 (66)

5(24)

13(62)

21 (100)

27 (128)

26 (123)

32 (152)

27 (128)

18 (85)

17.(81)

15(71)

5(24)

5(24)
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Deskriptivni podatcanaliza primarnilishoda nalaze se u tablici 9

Tablica 9. Deskriptivni rezultati analize primarnih ishoda g\N211)

Ishodi N (%)

Kvaliteta registracije primarnog ishoda

Nedovoljno definirani 35 (166)
S osnovnim elementima 82 (389)
Osnovni elementi s analizom na razini sudionika il 87 (412)

analizom na razini grupe

Potpuno 733)

Smijer rezultata

Pozitivni 140 (664)

Negativni 71 (336)

Promjena primarnog ishoda nakon kraja

LVWUD&LYDQMD NRG LVWUDA&L
1D Y U & (W N/B)

Da 60 (337)

Ne 118 (663)

Primarni ishod u publikaciji odgovara onome u
registru (N = 178)

Da 58 (326)
Ne® 89 (500)
1H P R aptocieit 31 (174)
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0 R J X piristranosti selektivhog objavljivanja
ishodau koristi pozitivnih rezultata (N =178)

Dab 76 (427)
Ne°® 71 (399)
1H PR&H VH SURFLMHQLWL 31 (174)

akod 7 (854 %) LVWUDALYDQMDQDYRY B MM XBRrapektBRekivnog objavijivanja
bkod56 (737%) LVWUD&ALYDQMD L] RYH VNXSLQH UH]XOWDWL SULPDUQLK LVKTF
kod 44 (620%) LVWUDALYDQMD L] RYH VNXSLQH UH]XOWDWRaBKALPDUQLK LVKF

L]PHiX QLMH VWDW L V&3\H2345, pk@,IPBD M Q D

4.2.1.Kvaliteta registracije primarnog ishoda

Kako se wi iz tablice 9 L VW U D & L9%)Dife vhBlo navedeno niti osnovne informacije

o primarnom isbdu mjeru ishoda i vrijeme mjerenj@samdeset i dvé8,9 LVWUDALYDQM
ima minimalno opisan primarni ishod (samo mjera ishoda i vrijeme mjerenja), a kod 7
LVWUDALYD®WRDQDYHQL VX VYL K grich@heQ@nijre ishodad JILVWUDF

Utablicil0o QDOD]H VH ] @tbrpkvadit€dre§diratiie primarnog ishoda.

Tablical0. 2UGLQDOQD UHJUHVLMVND DQDOL]D pLPEHQLND SRY'

primarnih ishoda

Univarijatna analiza Multivarijatna analiza

Kvaliteta registracije primarnog ishoda u 4 Regresijski p Regresijski p
razine koeficijent koeficijent
(95% IP) (95% 1P)

N (%)

oa 1b 2°¢ 34
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Intervencija:

Bihevioralna 22 a7 26 0 -1,264 <0,001 -0,501 0,186
(232) (495) (274) (0) (-1,805 +-0,724)
(-1,244 0,241)
%LRORAN 12 33 58 7
lijek © (109) (30) (52,7) (64)
9HOLpPLQ
LVWUDaL
Malo
16 46 29 1 1,230 0,025 0,966 0,083
a74) (50) (315 (11) (0,154 +2,306) (-0,127- 2,060)
Srednje 11 34 55 5 2,123 <0,001 1596 0,005
(105) (324) (524) (4.8) (1,034 £3,213) (0,487 £2,706)
Veliko © 8 2 3 1
(571) (143) (214) (71)
Financiranje:
Bez industrije 30 61 43 0 -1,523 <0,001 -0,940 0,024
(224) (455) (321) (o) (-2,096 +-0,949) (-1,758--0,122)
Industrija® 5 21 44 7
(65) (273) (571) (9.1)
Godina registracije f 0,050 0,304
(-0,046 +0,146)
YyLPEHQLN RGI -0,034 0,196
(-0,085 +0,017)
N = %$= 40,229, p< 0,001, Cox & Snell R Square0,178, Nagelkerke R Squared,198, McFadder

0,086

aKvaliteta registracije primarnog ishoda: nedovoljno definiran
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b Kvaliteta registracije primarnog ishadaiosnovnim elementima

¢ Kvaliteta registracije primarnog ishadasnovni elementi s analizom na razini sudionika ili na razini grupe
d Kvaliteta registracije primarnog ishadzotpuno

¢ referentna kategorija

fVarijable suX D Q D O L ] X K&d\kOrinXiipale @arijable

OHULQD LVWUDALYDQMD ELKHYLRUDOQLK LQWHUYHQFLMD LF
elementima ili manje S H]XOWDWL VX VXSURWQL ]D LVWUDALYDQMD
ima uz osnovnelementeQDYHGHQ EDUHP MR&a MHGDQ HOHPHQW X UHJ
VPMHU QDOD]D QDYyHQ MH NRG LV WihdDsirijed beQ NMeDprih BPX FL U D (
LVWUDALYDQMD ILQDQFLUDQD RG VW babegéhihu QeGistrsicW ULMH L
primanih ishoda.,, VWUDALYDQMD VUHGQMH YHOLPLQH XJODYQRP LF
UHJLVWUDFLML SULPDUQLK LVKR G Dim&uRnddovaeti LasfiDirdnV W U D a |
SULPDUQL LVKRG X UHJLVWUX 3RORYLFD PDOLK LVWUDa
primarnog ishoda u registu D JRWRYR WUHULQD PDOLK LVWUDALYDQ
elemente YLPEHQLN RGMHND L JRGLQ@DMWQHILS/RWHDB QM HV QNLY B
UHJLVWUDFLMH SULPDUQH PMHUH LVKRGD 1D PXOWLYDUI
YHOLPLQH L LVWUDALYDQMD ILQDQFLUDQD RG VWUDQH L¢
registracije primarnog ishoda.

4.2.2.Pozitivnirezultati primarnih ishoda u publikaciji

OHULQD SXEOLNDFLMD X QDaHP X]JRUNX XND]JXMH @D SR]JLWL
=QDpDMQL SUHGLNWRUL SR]JLWLYQLK UHIXOWDWD X SXEOLN

,VWUDALYDQMD ILQDQFLUDQD RG VWUDQH LQGXVWULMH SF
*RWRYR LVWUDALYDQMD L] RYH VNXSLQH LPDMX REMDYON
financirana bez industrij@rugL p L P Ernib@Qdefpbkazal] Q Drippddezans objavijivanjem

pozitivnih rezultata pa analiza nije provedena na multivarijatnoj razini.
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Tablica 11. yimbenti povezans pozitivhim rezultatima u publikaciji

Univarijatna analiza

N (%)

Pozitivni rezultati u publikaciji

Intervencija:

Bihevioralna?

% L R O/RjékN D

9HOLpPLQD LVWUDAL

Mala?

Srednja

Velika

Financiranje:

Bez industrije

Industrija

Godina registracije ®

YyLPEHQLNPRGMHND

59 (621)

77 (7Q0)

60 (652)

74 (705)

6 (429)

79 (590)

61 (792)

Ol (95% IP)

1,424 (Q796 +2,547)

1,273 (0699 +2,320)

0,400 (Q128 +1,253)

2,654 (1,387 +5,081)

1,058 (Q947 +1,181)

1,009 (0950 +1,072)

0,234

0,430

0,116

0,003

0,318

0,765

aReferentna kategorija

PODULMDEOH VX X RaQ kodtinlixaneé Madjabk p H Q H
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423.3URPMHQD SULPDUQRJ LVKRGD QDNRQ NUDMD LVWU

=QDpDMQL SUHGLNWRUL SURPMHQH SU LraB2d Ritatliei X RGD QD
*RWRYR SRORYLFD LVWUDALYDQMD OLMHNRYD L LVWUDALYD
VX SULPDUQL LVKRG QDNRQ NUDMD LVWUDALYDQMD X XVSR
L LVWUDALYDQMD ILQDQFLUD @L odifiorh] relgift@cie/ W U L M H
UHWURVSHNWLYQH L]IPMHQH LVKRGD VX PDQMH XpHVWDOH
lijekova i godina registracije os@L V X ] Q D p D M Q Rspekivwiikh jZrjehada prichevnie R

mjere ishoda u registru.

Tablica12. /RIJILVWIHINMHVLMVND DQDOL]D pLPEHQLND SRYH]DQLK
QDNRQ NUDMINREGW.YDAULNYDYNHMD UHIJLVWULUDQLK SULMH ]

Univarijatna analiza Multivarijatna analiza

N (%) Ol (95% IP) p Ol (95% IP) p

Promjena u registru nakon
NUDMD LVWUDALYDC(

Intervencija:

Bihevioralna? 9 (123)

% L R O/RjékN D 48 (480) 6,564 (2,948+14616) <0,001 6,295 (2222 +17,835) 0,001

9HOLPLQD

LVWUDALYDQ

Mala?

19 (260)
Srednja 38(392) 1,831 (Q943 +3,552) 0,074
Velika 3 (375) 1,705 (0372 £7,827) 0,492
Financiranje:
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Bez industrije 24 (229)

Industrija 36 (493) 3,284 (1,72046,269) <0,001 0,839 (0,338+2,080) 0,705
Godina registracije® 0,752 (0,648+0,874) <0,001 0,781 (0,663+0,919) 0,003
YyLPEHQLNPRG 0,975 (0,910+1,044) 0,462

N = %$= 36,002, p< 0,001, Cox & Snell R Square0,188 , Nagelkerke R SquareD,261

aReferentna kategorija
P9DULMDEOH VX X DQDOL]X XNOMXpHQH NDR NRQWLQXLUDQH YDULMDEO

4.2.4. Nepodudaranje objavljenog i registriranog primarnog ishoda

=QDpDMQL SUHGLNWRUL QHSRGXGDUDQMD R BaEEYSOEMHQRJ |
tablici 13. Financiranje bez industrije povezano je s nepodudaranjem publiciranih i registriranih
primarmiK LVKRGD 3RORYLFD LVWUDALYDQMD ILQDQFLUDQLK R«
i publicirani primarni ishod, dok je nepodudaranje prisutno kod 68L7ZVWUDAaLYDQMD ILQD
bez industrije.6 REJLURP QD WR GD QLWL BRIEDI® R JEDp pMPKHIR W
s nepodudaranjepubliciranih i registriranih primarnih ishoganaliza na multivarijatnoj razini

nije provedena.

Tablica 13. yLPEHQLFL & Reyddli@achjem objavljenog i registriranog primarnog
ishoda NRG LVWUDHRILMWDMWMDDQLKNRGL MR MDK WM VENDR PRJIXUE
(ne)podudaranje

Univarijatna analiza

N (%) Ol (95% IP) p
Publicirani primarni ishod ne odgovara
registriranom
Intervencija:
Bihevioralna? 38 (64,4)
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% L R O'RjékN D 48(57,1) 0,737 (0,371+1,463) 0,383

9HOLpPLQD X]RUND

Mala? 40 (66,7)

Srednja 44 (53,7) 0,579 (0,290+1,155) 0,121
Velika 5 (100) 5,57 (0,29+105,68) * >0,05
Financiranje:

Bez industrije? 57 (68,7)

Industrija 32 (50,0) 0,456 (0,232+0,896) 0,023
Godina registracije® 0,962 (0,837+1,105) 0,582
YyLPEHQLNPRGMHND 0,978 (0,922+1,038) 0,473

a Referentna kategorija
P9DULMDEOH VX X DQDOL]X XNOMXpHQH NDR NRQWLQXLUDQH YDULMDEO
LJUDpXQDWR GRGDYDQMHP korékcjay DNX UHOLMX +DOGDQH

425.MRJXuD SULVWUDQRVW VHOHNWLYQRJ REMDYOMLYD

=QDpDMQL SUHGLNWRUL PRJXUH SULVWUDQRVWL 4HOHNW |
ORJXUD VHOHNWLYQD SULVWUDQRYVW VIXUEDEAFNCRIQIEEAD SULV)
industrije i u 40,6 LVWUDALYDQMD ILQDQFLUDQLK RG VWUDQH LOQ
]QDpDMQD L pLQL L]JYRU ILQDQFLUDQMD MHGLQLP ]1QDpD
publikacijske pristranosts obzirom na to da niti jedanWXJL pLPEHQLN QLMH SRND]
SRYH]IDQRVW V PRIJXURP SULVWUDQR&UX VHOHNWLYQRJ REM

nije provedena.
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Tablica 14. yLPEHQLND S$RFRJXQRP SULVWUDQRAUX VKOHNWLY (
LVWUDBHYDQWDLUDQLK RB® INRH [ BYMEAHRL®BR PRJIJXUH SURFLMF

Univarijatna analiza

N (%) Ol (95 % IP) p

ORJXUD S U L velwkhD@BbjaWivanja *

Intervencija:
Bihevioralna® 33 (55,9)
% L R O/ RjékN D 40 (47,6) 0,716(0,367 +1,398) 0,328

9HOLPLQD X]JRUND

Mala? 35 (58,3)

Srednja 37 (45,1) 0,587 (0,300+1,151) 0,121
Velika 4 (80,0) 2,857 (0,301+27,124) 0,361
Financiranje:

Bez industrije® 50 (60,2)

Industrija 26 (40,6) 0,452 (0,232+0,878) 0,019
Godina registracije® 0,984 (0,859+1,127) 0,818
YyLPEHQLNPRGMHND 0,974 (0,915+1,036) 0,400

a Referentna kategorija
PODULMDEOH VX X DQDOL]X XNOMXpHQH NDR NRQWLQXLUDQH YDULMDEO
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*kadaje OILJUDPXQDW QD SRGX]JRUNXKNRG&WBDAIKYRAMYRQEDYHQR QHSRGXGDL
UHJLVWULUDQRJ SULPDUQRJ LVKRGD QLWL MHGQD RG SUHGLNWRUVNLE
SULVWUDQR&AUX VHOHNWLYQRJ REMDYOMLYDQMD

U tablici 15. prikazaneV X TUH N Y H Q F wid hépbdDddadanja lphivhiatkih ishodd@iR J X U H

pristranosti selektivnhog objavljivanja

Tablica15. 5D]OLpLWH YUVWH QHSRGXGDUDQMD SULPDUQLK LVK
]JDYUAHWNDL UDJOLPLWH Y UV WstleRtRiog ditiavGivahjNAEGE Q RV W L

Vrste nepodudaranja N (%)
Registrirani primarni ishod ne navodi se u publikac 10 (112)
Registrirani primarni ishod navodi se u publikaciji, 16 (180)

ali nije primarni

Sekundarni registrirani ishoda objavljen je kao 20 (225)
primarni
Novi ishod koji nije naveden u registru navodi se k 13 (146)

primarni u publikaciji

IHSRGXGDUDQMH YUHPHQVNLE 67 (753)

9UVWH PRJIXiUH &@kvislgUDQRV W
objavljivanja *

Novi ishod koji je uveden u publikaciju kao primarr 54 (711)

ukazuje na pozitivhe rezultate

Registrirani primarni ishod ne navodi se u 48(632)
publikaciji, ili se navodi, ali ne kao primarni i

ukazuje na negativne rezultate

* Kod LV W U DJDLEYIDOQevHBREINDHH Y U V Wiktradstl Xelektivnogbjavljivanja

Kako bismo dodatno pojasnili podatke iz tablice Bl RQD&a0OL VPR GD MHGQR LVW
koja su uveli novi primarni ishod u publikaciji s pozitivnim rezultatom, ima objavljen registriran
primarni ishod, ali ne kao primarrkpji WDNRYyHU XN D ]atMHit&. O rideRdtLldeévetY
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RG LVW Ui ahjaviD@yMiDQL SULPDUQL LVKRG -HGDQDHVW LV
Su registrirani primarni ishod, ali nije definiran u publikaciji kao primarni, a ukazuje na
negativne rezultate (njih 5 od 11 istovremeno je uvelo novi primarni ishod u aciplikoji
WDNRYyHU XND]J]XMH QD QHJDWLYQH UH]XOWDWH

9DAQR MH QDSRPHQXWL GD VH QR YGRGKQXSIQUH NVXIPEFM MY QDB
SULVWUDQRVWL QLVX PHYyXVREQR LVNOMXpLYH SD VYDNR |

jednog oblika opisanih pristranosti.
4.2.6 Dodatne analize

Udio od 27,3% (N = 9/33) retrospektivno registriranihLVWUDAaLYDQMD LPDR MH
definiran primarniishol@d D UHJLVWUX 9 Ea¥33R39,4W URMILLIKQ HV WrhaaLYD QM
je tek minimalno definranSULPDUQL LVKRG X UHJLVWUX ,VWRYUH
pravovremeéQ R UHJL VW U L U D Gl6a101\59/49dignbly jp (Mddoviibarem jedan

dodatni element u registraciji primarnog ishoda, dok je B0 RQDYHQR NRGamaUHULQH
registriranih sa odgodom (N23/77, 29,9 2YH UD]JOLNH VWDWHVv2RIZGNL VX ]Q
p = 0,001).

QULMHPH UHJLVWUDFLMH QLMH SRYH]DGR 02BR+®@E)Y QLP QD
=QDpDMQH UD]JOLNH L]JPHYyX UHWURVSHNWLYQR UHJLVWULUL
QLVX QD yH&udre@dexX R&&WhEpodudaranja primarnih ishoda u publikaciji s onima

X UHJLVWUX NDNR QL NRRivnb @ublikadijske PoRsiranobtilakbH <o H

UHWURVSHNWLYQR UHJLVWULUDQD LVWUDALYDQMD QDYHC
LVWUDALYDQNBYY&#HHIQELJQRELOMHALOL VPR QHSRGXGDUDQ
registriranog u 526 (N = LVWUDALYDQMD NRMD VX UHWURVSHNWL
QHSRGXGDUDQMH MHYMNELOMHAMWQRUBDRGYDQMD UHJLVWULUL
%=0646,p=0,421)7ULGHVHW GHYHW LVWUDALYDQMD QLMH ELOR

manjka dostupnih podataka nije mogla provesti usporedba.

0 R J X (pBstranost selektivnog objavljivanjgg DEL O MH a H Q@ %Mretrospékiano
UHJLVWULUD QN K 10/25ekaisl, 22aN=r&147)LVWUDALYDQMD UHJLVW
]JDYUGHWND ,DNR YDAQD RYD UD]OLND4AOLME pGRVIHIOD VWD

Napravili smo dodatne analize kako bismo provjerili je $kiai kvaliteta registracije primarnog
LVKRGD ]QDpDMQR SRYH]DQD V QHSRGXGDUDQMHP UHJILV
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publikaciji +61,8 LVWUDALYDQMD Vpodudaranjemnptindarh@g. iBhoQaHEN

55/89) definiralo je primarni ishotek sosnovhimHOHPHQWLPD L O ImimiaNdoEH] WRJ
655 LVWUDALYDQMD V SRishodEnd (3BB/B8)Srubldefita@drimarni ishod

X UHJLVWUX V Y1510 pPHQDWD $

7DNRYHU VPR SURYMHULOL nSRij§n4 [RIVPLE DQ RSDION N DR G FRHIXU L
SXEOLNDFLMD UHWURVSHNWLYQR UHJLVWULUDW@dijn L VW UD &
PLPEHQLND RGMHND UHWURVSHNWLYQR UHJi57)WiddijghD QLK LV
PLPEHQLND RGMHND LVWUD&LYDQMD UHJL WY RaZEXQdeK SULM
SRND]DOD VWDWLVWLpPNL ]QDpDM QRRNEY Rkt (MaWWiithedH SDUD P |
1871, p = 0,007).

43 5H]XOWDWL GRELYHQL QBRG BMdiMNby/davadtrydiiQ MD X

(NVWUDNFLMD UHJLVWULUDQLK LVWUDALYDQMD X SRGUXpN
kako je opisano u dijagramu tijeka (slika 5)
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=DWYRUHQD LVWUL
SRGUXpMX PHQWDC(
odraslih] D S R pakvi D
1. 7. 2005. (N = 57814)

,VNOMXpHQD LVWUDALYDQMD
Duplikati (N = 43669

Sudionici P O g .8 godina (N= 1444

| > Stanja ne odgovatd X NULWHULMLPD XN
, VW U D adgi¥tBrgndriakon 13. 6. 201(K = 344)

N

8NOMXpHQD LVWUDALYDQMD 1
=DYUaHGDM2)1

60OXpDMQR RGDEUDQL X]R
]JDYUALOL GR 1

3XEOLNDFLMD QDVHQ
3XEOLNDFLMD QLMH (

Prijevremeno prekinutiSuspendiraniprekinuti
SRYXpHHM2 1

Nepoznatd aktivni, ne regrutiraju upis po pozivu
(N =1209)

Slika5. 'LMDJUDP WLMHND SUHWUDJH L RGDELUD lodréslih2alLYL
ClinicalTrials.qov reaqistra
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Deskriptivni podatci navedeni su u tablidd.11D SRGX]J]RUNX RG SR VOXpDMX
]JDYUAHQLK LVWUDALYDQMD QDSUDYOMHQD MH SUHWUDJD
pretrage navedeni SW D N Rtithid) 16.

Tablica 16. '"HVNULSWLYQL SRGDFL R LVWUDALYDQMWHERID X SRG
registriranih na ClinicalTrials.gofN = 7783

,VWUD&LYDQMD Q

6WDWXV LVWUDALYDQMD N (%)
=DYU&HQR 5792 (74,4)
Prijevremeno prekinuto 782(10,04)
Drugo (nepoznatbdaktivno, ne regrutirdupis po pozivu) 1209 (15,53)
Financiranje

Bez industrije 5738 (73,7)
Industrija 2045 (26,3)

Vrijeme registracije

Retrospektivho 762 (9,8)
Pravovremeno 3690 (47,4)
2GJRYHQR 3315 (42,6)
Nepoznato 16 (<1)

Godina registracije

1999 1(<1)
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20042

2005

2006

2007

2008

2009

2010

2011

2012

2013

2014

2015

2016

2017

9HOLpPLQD X]JRUND

ODOD LVWUDALYDQMD

6UHGQMD LVWAIDALYDQMD

9HOLND LVWUDALYDQMD !

Nepoznato

2 (<1

207(2,7)

389(5,0)

470(6,0)

738(9,5)

633(8,1)

659(8,5)

679(8,7)

779 (10)

724(9.3)

767(9,9)

753(9,7)

731(9,4)

251(3,2)

4698 (60,4)

2470 (31,7)

592 (7,6)

23 (<1)
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Intervencija

Bihevioralna

% L R O/Ri@&N D

S8UHYyDM

Prehrand dodatak prehrani

Postupak

Drugo

5H]XOWDWL X UHJLVWUX |]DYU&aGHQid&K LVW!
13. 6. 2017., N=4916°

,VWUDALYDQMD LPDMX REMDYOMHQH UH]

,VWUDALYDQMD QHPDMX REMDYOMHQH Ut

=QDQVWYHQD SXEOLNDFLMD JDYU&GHQLK 1
13.6. VOXpDMQR RGDEZMQL X]RUDN

,VWUDALYDQMD LPDMX REMDYOMHQX SXE

,VWUDALYDQMD QHPDMX REMDYOMHQX SX

2534 (32,6)

3793(48,7)

535 (6,9)

113 (1,5)

150 (1,9)

658 (8,5)

1250 (25,4)

3666 (74,6)

101 (50,5)

99 (49,5)

a VWUDALY DQ M#99U 2004 §odire iakcbuQ D S Rajpdkon 1.7. 2005. godine

,VWUDALYDQMD X SRGUXpMX PHQWDOQRJ J]JGUDYOMD RGUD)
JRWRYR S pt&nB ppdat@itndel s ClinicalTrials.gov registtHAWR pH&UH VH SUR
LVWUBBLYDLQMHNRYD RGQRVQR ELRORS&NIvK AJ@WH RYHH@REIKM
UHJLVWULUDQLRGQWWVO DY DQMD/W U BRN VE MID G MIH BH 4 i
LVWUDALYDQMD ELKHYLRUD®QK KA JIDQWWHRWHHQ KIEMWDHJLVWULU
RGQRVX QD LVWUDAISBWRDMDNRQ X]REBRWOREDLU VDPR LVWL
regrutacijskim statusom, 90 LVWUDALYDQMD QD GMHFL ISUNY B &LHY@R M Bl
odraslimaGlede mjeraishoda ovoyg V W U D #PLRYADHPNR D] D N O M X [ptavoire@eDoy X VW R S
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registriranja( $2 = 0,519, p= 0,771) prijevrenenay prekidanp & = 2,545, p= 0,111) i
neobjavljivanjerezultatabilo u registru % = 3,044, p= 0,081)ili u obliku publikacije u
]QDQVWYHQR B $0008,R-50,33%bez ] Q D p DraziRd Kova dva uzorka.

Provedene su analizerocjene kvalite¢ registracije primarnog ishoda, smjera rezultata
primarnih ishoda objavljenih u publikaciji, izmjepeimarnih ishoda u registru nakon kraja

LV W U D 4 andlizéépmudatanja primarnishoda upublikacijama s onima navedenima

registrui m R J & pristranost selektivhog objavljivanjaNavedene analize provele surse
podX]RUNX ]DYU&AHQLK BUWWRQDFHVOMEPMBXEOLNDFLMRP NRMD

Deskriptivni rezultati takvog poduzorka navedeni su u tablici 1

Tablica 17 '"HVNULSWLYQL SRGDWFL LVWUDALYDQMD X SRGU:
registriranih na ClinicalTrials.gov i objavljenihu zndW YHQRP pDVRSLVX ¥D 1&7 E
66)

,VWUDALYDQMD QD RC

Vrijeme registracije N (%)
Retrospektivho 11 (16,7)
Pravovremeno 30 (45,5)
2GJRYHOQR 25 (37,9)
Financiranje

Bez industrije 44 (66,7)
Industrija 22 (33,3)
Intervencija

Bihevioralna 28 (42,4)
Lijek/ ELROR&ND 33 (50)
Ostalo 5(7.6)
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9HOLpPLQD X]JRUND

Mala, <100

Srednja, 100199

Velika, >499

Godina registracije

2004

2005

2006

2007

2008

2009

2010

2011

2012

2013

2014

2015

32 (48,5)

25 (37,9)

9 (13,6)

1(1,5)

2(3)

6(9,1)

5 (7,6)

11 (16,7)

8(12,1)

10 (15,2)

6(9,1)

5 (7,6)

4 (6,1)

5(7,6)

3(4,5)
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Rezultati analizgrocjene kvalited registracije primarnog ishoda, smjera rezultata primarnih
ishoda objavljenih u publikaciji, izmjene primarnih ishoddJHHJLVWUX QDNRQ NUDMD
te analize nepodudaranja primarnih ishodpublikacijama s onima navedenirnaregistruli

m R J Xpiristranostselektivnogobjavljivanjanavedensuu tablici 18.

Tablica 18. Rezultati procjene kvalitete registracije primarnog ishoda te rezultati usporedbe
SULPDUQLK LVKRGD X SXEOLNDFLML V RQLPD X UHJLVWUX
NCT brojem (n=66)

,VWUDALYDQMD QD RGC

Ishodi N (%)

Kvaliteta registracije primarnog ishoda

Nedovoljno definirani 11 (16,7)
S osnovnim elementima 24 (36,4)
Osnovni elementi s analizom na razini sudionika ili 24 (36,4)

analizom na razini grupe

Potpuno 7 (10,6)

Smjer rezultata, n=65*

Pozitivni 32(49,2)

Negativni 33 (50,8)

3URPMHQD SULPDUQRJ LVKRGD (
NRG LVWUDALYDQMD UHJLVWULU

Da 21 (38,2)

Ne 34 (61,8)
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Primarni ishod u publikaciji odgovara onome u
registru (n=55)

Da 16 (29,1)
Ne? 29(52,7)
1H PRaH VH SURFLMHQLWL 10 (18,2)

ORJXUD SULVWUDQRVW VHOHNWL
pozitivnih rezultata (N = 55)

Da® 20 (36,4)
Ne¢ 25 (45,5)
1H PRAH VH SURFLMHQLWL 10 (18,2)

*JHGQRP LVW U Dpéokiéme@ MXMGILMBDOD]D MHU MH UH]J]XOWDW SXEOLFLUDQ
LVWUDALYDQMLPD

akod 20 (69 LVWUD&LYDQMD L] RYH V N YSstranobtiGaektiv@p objaljivaRid X il Q R VW
bkod15(75 LVWUDALYDQMD L] RYH VNXSLQH UH]XOWDWL SULPDUQLK LVKR
°kod10(40 LVWUD&LYDQMD L] RYH VNXSLQH UH]XOWDWL SULPDUQLK LVKR

bic VW D Wd VO\DLHpINI=B313% = 0,019)

NHGRVWDWQD GHILQLUDQRVW SULPDUQLK LVKRGD X UHJLVW

na odraslimaX SRGUXpMX PHQWBGQRNRGXIHNVOMDOR NDR L NRG L
%=5,664, p= 0,129) Isto vrijedi i za retrospektivnigmjene primarnih ishoda u registri

= 0,371, p=0,542) nepodudaranje objavljenih primarnih ishoda s onima navedenima u registru
$=0,221,p=0,638) WH PRJIXUX SdlekivihddddjviRvama $=0,726, p=0,394).

Vidljivo je, dakle, da ssvenavedeneazlike LIPHYyX RYD GY IV\§ R &R MYQUMIND.M Q H

Jedina SV DW LV W L p aklika] § R MXMQMR U] D E L Ouvbirbfulpo4itivMiHnaMzaRIQ D

SXEOLNDFLMDPD SUL pHPX VX S| LW MWJPLA QYDEDDONID pXH 8 RIG N R |

zdravlja djece i adolescend6% u odnosuna49 SR]LWLYQLK NRG LVWUDALYDQ

$.=6,202,p=0,013) ,VWR WDNR QD X]REEX XPNXJPEQRY\DIBMRGR X |GUL

P R J Xpristranostselektivnog objavljivanaSRYH]DQD MH V Y HjdziBvnkpHVWDO

nalaza u publikacijama sa %6 pozitivnih rezultata u toj skupini u odnosu na%@ozitivnih
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UH]XOWDWD X VNXSLQL LV)/DEDRSWAHBEHKQID NG WRUWD.GR Y WM M
objavljivanja ishodaTDNYD YH]D QHN®GpRNRQ@IND LVWUDALYDQMD X SF
zdravlja djece adolescenata (fusnota tablice 9
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5. RASPRAVA

51. 3 ULMHYUHPHQR SUHNLGDQMH NOLQLPNLK LVWUDALY

djece iadolescenata i neobjavljivanje njihovih rezultata

ProvedenoLVWUDALYDQMH SR N Djikestopktiidehihacijel ol Dnémdaihogiu H
]JGuUDYOMD GMHFH L DGROHVFHQDWD V YLaH RG MHGQH W
rezultata + bilo na registru bilo u REOLNX SXEOLNDFLMH X J]QDQVWYH
QHGLVHPLQLUDQD LVWUDALYDQMD XNOMXpLOD VX JRWRYF
]DYUGAHQD LAWERDRAWRNY@MD W L \VOXRWOD S NEH FWWH 1D N OUWYOINLIW W GH
malodobnisudionik dobRYROM QR X @ierad. iRrud Wépotebna potencijalnose i
LIORALR J]GUDYVWYHQLP OHyXPMLP® MDEQBAMYHD QBB RPHQXWL
PRAGD SUHXYHOLpPDQ MHU SRVWRML haInakadaijavicD UH Q|
UH]XOWDWH LOL YHU MHAMKP D QD &H R HO/IWNWXD shgidHptNIiRIP SUR W

obzir.

,DNR MH FLOM ELR SURYHVWL L UHSOLFLUD[®5, o@>xéH LVWU
SRND]DOR QHL]JYHGLYLP V RE]JLURP QD WR GD MH EURM LVYV
bio relativno matni s brojnim nedosljednostima. Stoga smo analfLPEHQLND J]QDpDWN
povezanih suV SNhH§0Q Y U aéry DQW U D &dis¥éiradijdn rezultata L PRJIXURP
selektivnom S U L V W WbIi®dra publiciranja mjera ishodgroveli samo na uzorku
LVWUDALYDQMD UHJLVWULUDQLK QD &0OLQLFDO7ULDOV JRY

.DGD VH X RE]JLU X]PX VIVAR/QVRVWDDWRQRP®D R |[DYU&AHWNX
]JDYUGDYDQMD LVWUDALYDQMD QD X]RUN %. Bugdnio @hifn D O 7U LD ¢
QDOD]LPD GRELYHQLPD QD X]JRUNX UHJLVWULUDQLK LVWUD:
financirana bez indV WULMH pH&UH SUL S YXU B P A QIR ISWRARNY 18 D #XY D Q M
liiekovana djeciX SRGUXpMX PHQWHBHIQRE]]GD DY MY RU ILQDQFLUI
UMEKMSEMHEAQR ]DYUGAHQD X RGQRVX QD LVWUDAPRDRWMD ELK
objasnitipLQMHQLFRP GD VX VRGER QMU UND MIX RABDN FROLO/RNOMFEAW
regulirana vrlo strogim propisim@®2. 6 WRJD MH YMHURMDWQR GD VH LVWUD
]JERJ QHAHOMHQLK &WHWQLK SR MDRSP s8WrltMdzijie RadzfQ RAH QR \
dok su iste SRJUHAQR WUHWLUDQH WHN NDR VSRaviet&@8ihQ SURE
intervencija[96) 2YDNYR SRJUH&AQR YMHURYDQMH YMHURMDWQR ¢
LVWUDALYDQMD JERJ pHJD VH XNOMXpLYDQMH VXGLRQLND
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PoEOHP V XNOMXpPLYDQMHP VXGLRQLND X LVWUDALYDQMH
SULMHYUHPHQRJ SUH28r0DgME®OIDEW UDHILYOWMBLMD L X QDA&H
pokazala kao temeljni razlog prijevremenog prekidanjdi®aLYDQMD 8NOMXpLYDQM
LVWUDALYDQMH RVRELWR MH L]DJRYQR NDGD VH UDGL R
probleme povjerljivosiSRGDWDND VWLJPX L SRWHAaANBJI HVXVBEDEKYD D (
NDR L RQL NRML ILQDQFLUDMX LVWUDALYDQMD WUHEDMX
zapopLQMDQMD NOLQLPNRJ doayVDaQ RESQOst Bustaudggpvedldtia o
XpLQFLPD LQWHUYHQFLMH SULMH SURYRYHQMD LVWUDALYD
VXVWDYQL SUHJOHGL R UHJUXWDFLMYV N teRepievoie X @&nieP D V X |
RG LVWUDDELYDQMD

Dalji zabrinjavajXiinalaz jeGD MHG Q RQRIGDIYHMIHQID LVWUDALYDQMD QHI
prekidanja u registru. Objavljivanje ove korisne informacije potencijalno bi smanjilo tzv.
LVWUDALGDPNLSRWWMBDMX UL LVWUDALYDpH QD VYH PRJXUH L]
LVWUDALYDpPNRJ SURFHVD

, VWUDALYDQMD VUHGQMH YHOLpPLQH X QD&HP X]JRUNX QDMpDI
YHOLND L \hwregstlimaunevedenu planiraMiHOLPpLQX X]JRUND NRMD QLN
DOL QDYHGHQD YULRHQGQRRYN B MO RD fPROKUMHOW K 0580 YD Q M D
uzorku vrijedi upravo spomenutat PRJX U H M ID aXJ &X2@rte brojke, primjerice
QDYHGHQD YHOLDL QeDnuX jék Witl [pVpdcE QIBIQHV MQLMH XVSMH&QR
ukiupHQ X LVWUDMRWDQ MRIIXUD IREMO SMPDMHQ RPRJ LVWUDALYD!
PDOD L YHOLND LVWUDALYDQMD LPDMX VWDWXV SULMHYUHP
srednjeYHOLpPLQH

Ovo LVWUDALYDQMH SRWYUGLOR MH GD LVWUDALYDQMD OL
LQGXVWULMH pHaUH REMDYOMXMX UH]XOWDWH QD UHJLVWU
financiranih bez industrij§24,8593102 2pLWR MH GD SURSLVL R REYH]Q
UH]XOWDWD NRML VH RGQRY KWMHPHWYD & RY@IDATIYD B M_P/NR
QHJR LQWULQ]LpQD PRWLYDFLMD ]D VOLMHYHQMHP WUDQV
OLMHNRYD L LVWUR&PYDRAI VMV DDA QEGXMWULMH LVWUDAL
su povezanas adyl MLYDQMHP UH]XOWDWD QD UHJLVWUX ORJXUH N
NDR ]DYUAHQD QLVX RVWY D[E8 ODR FIOMMHIEQ ¥ QR ORLR L XQXH XNIRIUG
LVWUDALYDQMLPD VPDQNH®WRYQHJIDOMIMWDDADYPRG®MX QH]Q
koji nisu atraktivni za diseminaciju. Istovremen®RaHPR SUHWB RAHDODL XWIDWILV WU D &
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WUHEDMX YLAH YUHPHQD ]8RR]DMNUAH WHBJHENRAN BDED WD NIR N |
JRGLQH GDQD DR SWH. IDB-RPHQXWL GD RYR QLMH SUYR L
PDOL SRVWRWDN LVWUDALYDQMD REMDYOMXMH UH]XOWD\
LVWUD[24MB85MBWR PRaH XND]JLYDWL QD WR GD SRVWDYOMH
RVWYDULY ]D PQRZVDRLMWUMMHUNFHQRMBPDAQMHQMH PiRaH ELWL
NRMH LVWUDALYDpL QDYRGH NDR UD]ORJH pdpuiQibgiaVHPLQL
vremendli poputRELOMHaMD VDPRJ UHJLVWUD WM [IDHMRPRWHR QHS!
je daje ptrebno G R G D W Q RzrbRéspdiriardutogNID a Q pilik@rvbbjavljivanja rezultata

na regisru.

SUHPD QD&aLP QDOD]LPD SURVMHPQR YULMHPH SRWUHEQR
RNR PMHVHFD RGQRVQR GYLMH JRGLQH &aWR RGJRYDU
GUXJLP LVWUDALYDQMLPD NRML XJODYQRP SRaVezrutiagti MX GD
X PDVRSLVX GXAaH [R324IBRMEEQ HB AUDYM VPR JERJ QDYHGHQRJ
koristiti vremenski okvir od godinu dana prilikom analiziranaLPEHQLND SRYH]DQ|
SXEOLFLUDQMD UH]XOWDWD XQDWRp SUHGREHNE s @YOMHW V N |
financiranja to bez industrijgopokazao predikvnim za postojanje znanstvene publikacije, kako

MH L UDQ [2824 QDR &#ARR SUHWSRVWDYLWL G Btrdn¥ MiusBifeL Y DQ M L
UMHYH SXEOLFLUDMX X J]QDQVWYHQLP pDVRSLVLPD QDNRC
REMDYOMLYDQMHP UH]XOWDWD QD UHJLVWU2gov@Yd PHYyXYV
objavljivanje rezultata na registru, za razliku od objavljigargzultata u obliku znanstvene
SXEOLNDFLMH X pDVR SphogtXpkuQeckhFjd&R GRVWDQRWERMD LVWUDA
QDYRGH QD |DNOWHKPIDN. GDQFURVWNH. LQWHUHYV X SRGUXpMX
rezultati biti istiniti [1077 ]JERJ pHJD VPDWUDPR SRVWXSDN UHFHQ]L
LVWUDALYDQMIDUDQLPD RG VWUDQH LQGXVWULMH NDNR EL
PHWRGRORANRM UD]JLQL ,VWRYUHPHQR puBliBrEdv perisf LOL QH
SULVXWDQ X DNDGHPVNLP NUXJRYLPD PRAH REMDYQLWL ]C
ELYDMXQRENMDIMOMHQD X ]QDQVWYHQRP pDVRSLVX

1D&L VHNXQGDUQL pQPEBRQLNWDLISRWHDQLK V UHWURVSHN\

OMHUXMHPR GD QLMH VYDND |DNDaQMHOD UHJLVWUDFLMD

RGOXpLOL GHILI@b eDistfitana HWIRD/ASHYNDV@ MD NDR RQD NRMD V)

]DYUGHWNX 2YDNYD GHILQLFLMD pLQLOD VH LVSUDYQRP V F

ELOMHAL WHN NRG SRORYLFH UH JO\081098@®. Rétitdshektivhd DALY D C

UHJLVWULUDQD LVWUDALYDQMD pHaUuH VX LPDOD VWDWXV ]
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UH]XOWDWH QD UHJLVWUX DOL pHauUH SXEOLWODEVWX XalLy/m(
VNORQL UHJLVWULUDWL XVSMHEQR ]DYU & temjatnyMddbD ALY D Q!
udovoljili zahtievu pDV R SLV D XnZisRa&hid BrijaviHegistracijskg broa LVWUDALYDQM
SULOLNRP VODQMvakbd GazQHp DMRBQMYyXMH MHU VH SRND]DO
SULGUADYDIGMUE S SR®IMRDY UHPHQRP UHJLV WSROI QakoX LVWUD
VH X UDQLMLP LVWUDALYDQMLPD ELOMHAL SR]JLWLYDQ WL
registracijg{93,1101127 QDALP LVWUDALYDQMHP QLVPR SRWYUGLOL \
VX LVVOUWDAIEMIXHYLRUDOQLK LQWHUYHQFLMD GRPLQDQWQD
RSXaWHQRVW X S Rropdd GxjerhiddoMidp¥Hepighd] registraciji njezinoj

Y D aQR§ Wtemda su i psihoterapijska ispitivanjminedavnostavljena pod nadzor

regulatornih tijela[54,67,113 3URQD&AOL VPR ]QDpD M@xvrdrBijiliLNX L]P
UHWURVSHNWLYQLK SXEOLNDFLMD SUL pHPX VH SRWRQMH
UDQLMH ORJXUH REMD aQ MiHi€)ativ o @dthavinopakkxliReoijHoyekihutihid G Q R M
QDSXAWWWUBRALYDQMD 5,$7 NRMD NLH41]1E SReposmeRtivno JRG|
UHJLVWULUDQD LVWUDALYDQMD GRPLQDQWQR VX YHOLND L
srednj@male YHO LU & G R pIMVHX RvBEaYo@reémewdlH JLVWULUD @ Bauvw U D &
VX LVWUDALYDQMD OLMHNRYD L RQD ILQDQFLUDQD RG VW
[9310880,1161177 =DNOMXpXMHPR GD SURSLVL pLQH UD]JOLNX W
savjesniji i vjerodostojniji. | dalje po®R®ML L]D]JRY NDNR SRYHUDWL VYME
pravovremenog registriranja unutar akademskih krugp¢va REJLURP QD WR GD RpD
pravoviemenaUHJLVWUDFLMD QLMH YLVRNR QD OLVWL SULRULWH

5.2. Analiza kvalitete registracije primarnih ishoda te usporedba ®bjavljenim
primarnim ishodima u publikacijiL PRJXuUD SULVWU DQd&avivahja/ HOHNWLY

Drugi dio L VW U D& tkvifd Qiséfacijeodnoso se QD DQDOL]X PMHUD LVKRGD F
LVWUDALYDSXBDO NNRDVAL KL LPDMX QDY HGréQ@uih péblikaEijld RM 'Y L
L]Y M H &jg\wipyzididirh rezultatima primarnih ishoda, manje od . VWUDALYDQMD LPI
SRWSXQR RSLVDQ SULPDUQL LVKRG X UHJLVWUX V MHGQF
kUDMD NRML VX X ELWQRM PMHUL L]JPLMHQLOL SUL®DUQL LV
LVWUDALYDQMD UHJLVWULUDQLK SU LselektiMddadiavljidamay Uy H Q D
ELOR X REOLNX QHL]YMHAWDYDQVMDUR RUHILXBWOG W ILDD. GHJIIUM
PHYyX VHNXQGDUQH LVKRGH XNROLNR XND]XMH QibvoghHIJDWLY

primarnom ishodu koji nij&ao takav registrirgra ukazuje na pozitivne rezultate.
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3 UHY O D GbjpibNkxcijd s pozitvnP QDOD]LPD RpHNLYDQ MH V RE]JLUR
NDNR X SRGUXpMX P[4S3OBT) @K Ru diugith Drir@mibDnedicifiel8119.

,DNR QH UDVSRODNRARL G DWFddRBVRIINOije A se eventualna
publikacijska pristranost u vidu favoriziranja pozitivnin nalaza pojavila prije slanja
]QDQVWYHQRJ UDGD X pDVRSLVY LOL WLMHNRP SURFHVD UF
VOXpDM V RE]JLURP QD WE&MIDSWRNDPOQOL.M B D WMWHUPBWRBRUFLMD
YHUO X WUHQXWNX VIR MDOUWDIC G DX \pD VARCBNLYL QDOD]L REMD
SUHGDQL[pDWRSLYWUDALYDQMD ILQDQFLUDQD RG VWUDQH 1
PRILWLYQLP UH]XO WabjwRiBliciahbIbez indwttjdd&¥ R MH X VNODGX V
nalazima[120123 yLPEHQLN RGMHND QLMH SRND]DR ]QDpDMQX
UH]XOWDWLPD X SXEOLNDFLML LDNR V[M24.\Oublheddry6DpL V N
LVWUDALYDQMH NRMH M Hazs R RkEkiOzZRndG@Davs Rid vengi¥apih QD

b DV R[SLIND.

Niskestopepravilnogregistriran D LVKR GD Q Dy HEBH2¢. Xakb ndkdr@laVuKkazuju

QD WR GD VH NYDOLWHWD UHJLVWU D78l hbHind ketistr&ir SRERC
LVWDRMD QLMH VH SRND]D ®Alite@d pBINIOWRWEIDFHMH X RYRP L\
0OHyYyXWXWS R U Hnakaié Xietgevera i sur. iz 2014. godif#s] prema kojima 58%
LVWUDALYDQMD LPD RSLVDQ SULPDUQL LVKRG V RQLP awWR
HOHPHQDWD UHJLVWUDFLMH LVKRGD VD LVWUDALYDQMI
imaju definiran primarni ishod s minimalnim setom elemenataylinbismo L X SUHGVWRMH L
JRGLQDPD RpHNLYDWL SREROMADQMH 1HGDVDRNMEFHBPRRWR GO
QHMDVQL pLWDWHOM X m@niishedYuFRCnMalr RalSgav ke@istiu poRazadde
]QDPDMQR SRYH]DQLP V huibikediiQID#® D AMVK RGID EX R VOXpDM L
LVWUDALYDQMX 9HOLND LVWUDALYDQMD L RQD ILQDQFLUDC
SRND]DOL VX VH |1QDpDMQR SRYH]DQL V QLVNRP NY®DOLWHW
napomenuti da su velika iFALYDQMD X QIDEW B DERYUNXMD NRMD WHVWI
intervencije koasu financirane beindustrije (uglavhoma L U R N R @eReneljskQotogrami

QD UD]LQL aAaNROD LOL FLMHOLK ]1DMUBHLYDQMBIEQd MHNIR M
regulative i smjernicp Ha U H WHR RVIRVIMUD-ALYDQMD ELKHSILRawB® OQLK L1
inicijative poputekstenzije CONSORT smjernica u VIQONSORTF 6 3, ]D GUXaAaWYHQI
SVLKROQWNMHYHQFLMH PRVBDOBRELVRYWIBWILQLUDQMD XQDS
LVWUDALYDQMD X SRGUXpMX PHQWDOQRJ ]JGUDYOMD D NR
lijekova[12§.
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TUHULQD LV WU D aLpfie QNDU Egdamiipiis jeé prisiar@i iskod u registru nakon

samog NUDMD ahjg WoWdDXIL®DYQRP YULMHGL ]D LVWUDALYDQMD
UHJLVWULUDQD UDQLMH NDGD VH XVSRUHGH LVWUDALYDQM
rezultati u skladu su s prethodni@DOD]LPD SUHPD NRMLPD LVWUDALYDQI
LQGXVWULMH pHauH UDGH LIPMHQH PMHUD LVKRGD X UHJLV!
svaku zmjenu protokola[129. Svakako je & WL P L W WA p@iPdyldu VYH UMHYVyLK
retrospektivnih izmjena primarnih ishoda u registrigodinama Ovakav pozitivan trend
PRJXUD MH SRVOMHGLFDMRGWHQRYQR RHYBaRJkYihia SURV S

ishoda- registracija primarnog ishoda bila je neobavezna do prosinca 2012. §b2ithe

8 QDAHP LVWUDALYDQWNDNR G BBRMR WIHHHVWULUDQLK SULMH
SULPDUQLK LVKRGD X SXEOLNDFLML X RGQRVX QD UHJLVYV
UD]OLpPpLWLP JUD@BBEO PRHXPALIQM Y HitdidsN Pristdria UL b/Bm
LVWUDALYDpNRP SRGUXpMX XJODYQRP VH PRAH SULSLVDWI
DQDOL]JLUDMX DOL L UD]OLpLWLF2GHILQDRHWDRY WYBDARY
QHSRGXGDUDQMD V Xu gristtahbs@dekiyiog Bhvlpéanja ishoda u 85%
LVWUDALYDQMD V £hitoSda GeXradD &) GeBhjavjianjD registriranih primarnih

ishoda, ili o degradiranju primarniX NROLNR VH QH S RINfKX pliicrariiuM QL P D
pozitivnog ishoda &ji nije registriran kao primarni u registtt HND UDQLMD LVWUDALYL
VX QD SRYROMQLMH SURSRUFLMH PRJXUH SULVWUDQRVW
favoriziraju pozitivne rezultatg80,86131] 2YD LVWUDALYDQMD SURYHGHQ
LVWUDALYDQMLPD OLMHNRYD QHSRGXGDWVQRKY /M HWYRDM HQXON |
5&7 LVWUD AL YRaqibhilzed HQnir@led tridls(nepodudarnosti koje ukazuju na
pristranost u 60 VOXpDMHYD WH QD X]J]RUNX 5&7 LVWUDALYD
(nepodudarnosti koje ukazuju na pristranost u 28/ O Xp D M H %0 polévicbRi\WWD a H J
uzorkaNRMX pLQH VODER UHJXOLUDQD LVWUDALYDQMD ELKHYL
PRJXUH SULVWUDQRVWL X QDaHP LVWUDALYDQMX QLMH L]C
NRML QH QDOD]H SRYH]DQRWVWQINPHEXWY DA USERipEyQF SULYV
objavljivanja[12] QD&H LVWUDALYDQMH SRND]DOR MH GD MH ILQD
prediktor podudarnosti primarnog ishodaV R MH X VNODGX V QDOD]RP YDQ /H(
i sur.[81,80].

=DNOMXpPpQR GRN VX UHWURVSHNWLYQH L]PMHQH SULPDUQ

OLMHNRYD QHJR NRG LVWUDALYDQMD ELKHYLRUDOQLK LQ

L]P Hpoblikacie L RQLK QDYHGHQLK QD UHJLVWUX NDR L PRJ
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objavljivanja pokazale su se povezane s financiranjem bez industrije. Vjerojatno je da
LVWUDALYDpL X LVWUDALYDQMLPD ELKHY [firaoddaddabeXK LQWH
participranMD LQGXVWULMH QH SRVYHUXMX efoyjRddddtiihR SR]R UC
VWRJD QH DaXULUDMX SRGDWNH R LVKRGLPD QD UHJLVWUX
lijekova regulirani vanjskim faktorima poput brojnih formalnih propisa kojimpaaknuti na

AWR YHUX PRJIJXUX WWMBHHQVSRUBKRWKRMWQDOD]L SRGORAQL
mehanizmima nadzornim tijelimgd132 +LVWUDALYDQMD ELKHYLRUBWOWQLK LQ
LVSRG UDGDUD 3UREOHPL V WUUBDRY SOYHIEBHORI &Pt WRpPpQF
precjenjivanemXpLQNRYQWRVWHQFLMH NRG QHNRPHUFLMDOQLK L
VRFLMDOQLK L SVLKRORANLK LQWH (1%} QzFupbrdrenjd/ekih VX QH
autora na poseban oprez prilikom infothD QMD R G XpL QN RpsiheteRagipgklh L VLJIX
intervencijal 36].

Dodatno, nepodudarnd¥L LJPHYyX UHJLVWWHORD RRDYIHREMDXY X QDMS
PHGLFLQVNLP[QOVERUVAGEAL UHIXD\QDWLMRQR My SREHQPDLQARV W
odjeka s mjerama ishodau svim provedenim regresijskim analiza QH LJ]QHQDVy XM X
QHGDYQR SURYHGHQRP LVWUDALYDQMX QLAL pLPEHQLN F
razinamapravinog SXEOLFLUDQMD X LVWUDALYDQMLPD NDUFLQR
RJUDQLpPHQMD QMIKRYWRRNQDILPIPHQLN RGRpBNM QSRR S B YIHR DVH
pravinom UHJLVWUDFLMRP R UM B &WDMNYLIPOM X PG 81K JRB je VW UD A |
dielomipQR X VNODGX V QDALP QDOD]RP SUHPDp NRABRPNRE plL
SXEOLNDFLMD RQLK LVWUDALYDQMD NRMD VX UHJLVWULUD
NRMD VX UHJLVWULUDQD SULMH VYRJD |[DYUAQHWND 6YHXNX
odjeka kao posredna mjera kvalitete znanstvenog[filla R S W H U Hril kh&hjkavo&Riivia)

[134 6WRJD PRAHPR |[DNOMXpLWL GD QDAaL UH]XOWDWL SRG
DQDOLWLPQRVW L RQGD NDGD VH pLWDMX @38.0OD]JL REMDYOMN

OHYyXWLP QLVX VYD QHSRGR®ELPRRUDDS RYVOIR HALRDL PGR pH\
to [135. Ponekad smnepodudaranjd H{ XOWDW MHGQRVWDYQH SRJUHANH L
GRND]D ]JERJ NRMHJ VH HOHPHQWL LVWUDALYDpPpNRJ SURWR
danom trenutk(il3g 9DaQR MH LPDWL QD XPX GD MH SURYRYHQMH
proces te da jepretpostavka GD UH VYL HOHPHQWL WLMHNRP UD]YF
nepromijenjeniLGHDOLVWLHR@D L QHUHDOQD
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Dok je u posljednje vrijemeR p L J O H G Q Rer&lEnavsivahBoQrizma glede registracije i
objavljivanja ishoda poput COMPare projekig, neki X UHGQLFL pDVRSLVD IOHNYV
WDNR VPDWUDMX GD QHNDGD QLMH PRJXUH VYH LVKRGH QL
VH LVWUDALYDPNL SURWRNROL PLMH Q Mifd Me¢ehEeRtitreébduE UL K U
XVPMHULWL QD YDAaQRVW LVKRGD L RGDEUDQH DQDOL]H EF
SURVSHNWL Y[BR. BrGgUugoH ighodudaranja popb RJLVWLpPpNLK DOL L R
QHGRVWDWND VYLMHVWL R YDAaQRVWL SURVSH3WEeY QH UHJ
obzira na razloge nepodudaja i izmjena ishoda, ovi razbo trebaju biti objavljeni u
publikaciji[139 NDNR EL RPRPXWDWHOMX MH OL RGOXND R SURPM
SULVWUDQRVWL OHYyXWLP SUHJOHGQL UDG R RYRP SURE
razlozima nepodudaranjanepotpuno [130 ,DNR VYLMHVW R YDAaQRVWL QI
nepodudaranja registriranog i publicrahoUDVWH QDAaL UH]JXOWDWL XND]JXM X
YULMHPH QLMH GRAOR GR ELWQ Ld¢ SetdRdrdbjeMeDom@@aau EROMH 1
QDaHJ XJRYROL R mébbaviMenih@lrLilata registriranog primarnog ishoda jer se

isti tjekom s WUDALYDQMD ]JDPLMHQLR GUXJLP NOLQLpNL YDAQL
SUHSRUXFL HNVSHUWD X SRGUXpMX 8 GUXJRM SXEOLNDFI
WLMHNRP WUDMDQMD LVWUDALYDQMD DOL QH QDYRGH L L
QDYRGH L]JPMHQH YUHPHQVNLK WRpPpNL P MHddnd@atddleXaRG QR V
]D RGUHYHQX WRpNX PMHUHQMD QH SXEOLFLUDMX UH]XOWI
UD]JOLND PHYyX JUXSDPD DOL QH QDY R GdoWvibrjerBnjakojiDaWR X
nije prethodno registrirall D UHFHQ]J]HQWLPD L XUHGQLFLPD pDVRSLVD I
s podatcima navedenima u protokolima i/ili na registru kako bi procijenili postoji Ii rizik
pristranosti selektivnog objavljivan[&7].

9DA&QR VH RVYUQXWL QD QD&H regiz@rbrii dufatjéprinaSR G X GD U
ishodakoje je I DELOMNRAGEH @RAH RG SROD UHWURVSBRWDY @RVOH POV
QDYHQR L X UDQLMH SURYHGHQRP LVWUDALYDQMX SUHPD
QHSRGXGDUDQMD L]JPHYyX SURVSHNWLYQR L[140HWvakiV SHNWL
nalazi zahfevaju GRGDWQX UD]JUDGX L SRMD & Qdwa € Magodmi@ranj® RJ X X
YUOR pHVWR SURGXNW QHVSUHWQ R enamjern@ribgipuda@imd SULOL
VYDNRP VOXpDMX RQR aWR EULQH MHVW SRGDWDN GD ULI
XJODYQRP QH XWMHpX QD r¥zMtatdFRIM.DGVID B V MK 5 M B @/LUALMADNIM{DD
dovoljno kako bi se to promijenil@g].

79



5.3. Usporedba s rezultatima dobivenima n&/ OXpDMQR L]|DEMDQRP SH
LVWUDALYBGONOQLEUR SRGU X paMijpd odrlisSGiW DO QRJ ]G

(NVWUDNFLMRP NOLQLpPNLK LVWUDALYDQMD VOLMHGHUL LV
SULWRP VSHFIREPpQRORLYI LIMHL KR YhihKskuping, Onedvbjidend je GIR Be

NOLQLPND LVWUDALYDQMD QD GMHFL X SRGUXpMX PHQWDO
LVWUDALYDQMD QD RGUDVOLPD &aAWR @KLV DXWHENR
SURYRYHQWUHPALYDQMD QD GMHFL =DQLPORGY DWO SRS Wi
RQD ELRORAND WM WHVWLUDQMDWWUQMEDYDIQWHN Q ¥ DG NGHRA\L
FLOMHP SURYMHUH XpPpLQNRYLWRVWL ELKHYLRUDOQLK LQ
preporukamaSvjetske zdravstven organizacije koja promoa te postavlja kao prioritet

QHIDUPDNRORAWUBWLVYVERE X VWDQMD PHQWDOQRJ ]GUDYON

izbjegavanja pretjerane medikalizadiig.

Analize napravlienfQ D X]RUNX LVWUDALYDQMD SURYHGHQLK X SRGU
pokazale su ddv WDQMH NRMH QDOD]LPR X SRGUXpMX PHQWDOQ
SRGMHGQDNR @drardladinioR kBdQrRanje osjetljive populacije. Naime, jedina

XWYUWUPHQDND PHyYX VSR P HQpdrheRimd k]je snhoPabalizirali u okvirima

ove disertacijgest u broju publikacija s pozitivnim nalazima]QDpDMQR MH YLaH SR
UH]XOWDWD REMDYOMHQLK X SRGUXpMX PHQWD&QRJ |GUD\
obzirdaseLVWUDALYDQMD QD GMHFL SURYRGH SRG VWURALP R
SURYMHUHQR XpLQNRYLWH LQWHUYHQFLMH WHVWLUDWL Q
]JDRELUL PDOROMHWQH VXGLRQLNHORYDNYGRE QD WHUSWHMID
]Q D p D M Q Hstdgaimanepottiddramjregistriranih i objavljienhSULPDUQLK LVKRGD L
RYD GYD X]RUND MHGQDNR NDR aWR QHPD Udelp&iuidgd QLWL

objavljivanja

9DAQR MH @RJPBEWOWLX]RUNX LVWUDALYDQMD SURYHGHQLE
rezultatu publikacii SRYH]DQ V PRIV Bé&e@iRrbgobjavljivanja e&WR PRAaH

XSXuLYDWL QD WR GD VX PDQLSXODFLMH PMHUDED LVKRC
povezanostnX]RUNX LVWUDALYDQMD G M HGBpisaninalezRi@iHasiuitQ DW D Q
da je znanstveni integritetPRAG M IPRWR LJUDAaHQLML X UDGX V QDMPO

sudionicima
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5.4.Inicijative za prevenciju problema

Znanstvenici u okviru ranije spomenutog COMPare proj¢k&g prepoznali su promjenu
LVKRGD X NOLQLpNLP LVSLWLYDQMLPD NDR R]JELOMDQ SURE
]QDQVWYHQL WLP SRG RYRP RUJDQL]DFLMRP VXVWDYQR MH
X SHW QDMEROMLK PHGLFdeQtvrtlie KedofadRaSIV D | KA N &RWBLY DQ M
rezultatimaPotom su otkrivene nedgstinosti (u vidu neobjavljenih idlodanih ishoda) opisali

X SLVPLPD XSXUuH QteRevidentiRleneY DR/R SLVH Né&iMisu bbfawlix W M
takva pismaZabrL Q M D }epddatakida je preko 3B poslanih pisama odbijerma objavu

od strane urednikgl3§.

IHNROLNR LQLFLMDWLYD SRMDYLOR VH WLMHNRP SRVOMHC
QDPMHURP GD SRQXGH UMH&AHQMD NRMLPD EL VH SXEOLND
od primjera su OBN konzorcij[14( i AllTrials inicijativa [141].

$007ULDOV SR]JLYD QD UHJLVWUDFLMX VYLK SURAOLK L VDC
QMLKRYLP LVWUDALYDpNLP PHWRGDPD L UH]XOWDWLPD ©
KiQLpNLP LVWUDALYDQMLPD XRSiUH VSR]QDMD GD VH SUR
LVWUDALYDQMD NUDWNL VDaHWDN UH]XOWDWD LVWUDAI
detalji o0 metodama i rezultatima ispitivanja i to prema CONSGRijernicamg139141].

Kako navodi jedan @ voditelja AllTrials kampanje, svi rezultati koji nisu dostupni javnosti

predstavljaju gubitak znanja o lijekovima koje koristifid?].

Kako ne bi sve ostalo tek na preporukama, urok&ilTrials inicijative 2016. godine pokrenut
jetzv.TrialsTracker DODW NRML LGHQWLILFLUD VYD LVWUDALYDQMD
QLVX REMDYLOD VYRMH UH]XOWDWH X YUHPHQVNRP SHULR
[142). TrialsTracker jasno identificira tvrtke i akademske ustanove koje ne slijede dobru praksu
pravovremenog disemitiDQMD UH]XOWDWD LVWUDALYDQMD -DYQLP
SRUXNX VDPLP LQVWLWXFLMDPD NRMHQVpD@RLPX QDSDHISRKEB

integitetu pojedinih organizacija.

23(1 NRQJRUFLM JRGLQH QXGL pHWLUL WHPHOMQH VY
JRWRYR VYH LOQOWHUHVQH VNXSLQH XNOMXpHQH X SURFHVH

(1) podizanjem svijesti o problemu pristranosti, (2) provedbom ciljanipopu&a za svaku
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interesnu skupinu od tijelaja financirajuS UR Y RigtkA®IMHD QMD SUHNR HWLPNLK S
NRMH QDG]JLUX SURYHGEX UHJXODWRUQLK WLMHOD SUDYQ
UHJLVWDUD XUH@QégsacidPL 1&/OWMDhpLYDQMD L REMDYOMLYD!

sustavnim pristupima sintezi dokgZa1Q.

Evidentno je da je kQWLQXLUDQL WUXG VYLK LQWHUHVQLK VWUDC
QHRSKRGDQ ]D QDGLOD a HsQ kkd, 8vislevhb j@dje<pdir €bRrEgGIerP tiud

za procjenu pristranostielektivnog objavljivanja ishodsSSULMH VDPRJ SULKYDUDQI
OEMDYX X ]QDQVWY préniafeki 9iRdBina/ X do 200 procjepadudarnosti
registriranih i objavljenih podatakadanu i to sam&od UDQGRPL]JLUDQLK NOLQLpPpNL
NRML VX XSXUHQL pDVRSAVRFDNDY UDHEIED@PNMXRPpHNLYDWL
samog WHGQLAWYP3IRDYRBLVHID VH X SRVOMHGQMH YULMHF
vanjskih VNXSLQD VWUXpQMDND NRML EL UDGU8/NL KdkdRaH Q X W H
inicijator ideje loannidis sa suradnicima nakodpisano vrednovanje prije publiciranja
podrazumijeva velik ulog i resurse, ali u cjelini zanemarive u odnosu na financijske i ljudske
UHVXUVH SRWUHEQH ]D SODQLUDQMH SURYRYHQMH DQDC
LV WU D ®tevaCGabtbulL & KDOPHUVX SUHNR NL R LCORMDWIS LJ FDGPLHALE
globalnoj UD]LQL XWUR&L VH QHSRWUHEQR QD PHGLFLQVND LV
UH]XOWDWD PHWRGRORANLK SURSXVWD LOL QHSRWSXQR
LVWUDAM¥PQMLPD

Ranije spomenutaPHYy X QD UREGDMDWLYD 5,$7 2EQDYOMDQMH QH
LV WUD AL YRegMm insble@nd abandoned triplQ DS XAWHQLP LVWUDALYDC
VYD RQD LVWUDALYDQMD NRMD QLVX REMDYOMHQD LOL RQ
R G UHyHQ bhjaRi@ubiaciiama. RIAT nudinetodologiju svima Kkoji imaju saznanje o

W]Y QDSXaWHQRP LWODUYDQLEDQWHX LV SMRFDQID XRpHQD SRJUH
LIYMHAWDYDQMD R UH]XOWDWLPD LOL GD VH LVSUDYL QHY
[144145. Svojim objavljenim tekstom 2013114 pozivaju sve pripadnikenanstvene

zajednice darijave provedendNOLQLpPpNR LVWUDALYDQMH pLML UH]XOWD
SRVWRML SRWUHED GD VH REMDYOMHQR SUHSUDYL 2YDN®
VSRUQRJ LVWUDALYDQMO: @D XQDBNR YRIGWWRIBAHQR 8NROLN
potrebnaakcijau danom vremenskom rokuD XWRUL WHNVWD L ]DdugeWauL FL 5,%7
GD VH SRGDWFL WDNYLK LVWUDAaQLYDQMD WUHEDMX VPDWUD
SXEOLFLUDWL QMLKRYH UH]XOWDWH .DR YLGIIBR&@WAaNH L P
PDVRSLVD SULRATWfHedNy ouda@Jotg NRML EL VSRPHQXWR ARE
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LIYMHAUH X]JHOL X RE]LU ]odatgik& Gdstapniia QaMRIAT 3rieirhBtEkojS
VWUDQLFL GR GDQDV VX AREQRYLOL3® pHWLUL WDNYD LVWL
postupa115.

Osobno smatramo da biaé Inalazi mogl biti koristan podatakfinancijerima NOLQLpPpNLK
LVWUDADYXROMIBD YHSWHRDQRDALP SBEVOMWHL®R YULMHPH SRW
REMDYL J]QDQVWRIBQUXUME R NFD PMHVHFD RGQRVQR GYL
YUHPHQVNLP RNYLULPD XWYUYVHQ®# rugimm@pudijami kojaW UD ALY
XJODYQRP SRWYGLYXMG @D QDMpH&a&UH QLMH UHDODQ YUHP
[2324,103109. VHOLNL PHYyXQDURGQL LVWUDALYDpPNL IRQGRYL S|
shemifinanciranjaQH XYDAaDYDMX, KRIVKVIMR MH @ AEXDYD GD YHOLND L\
V RIJURPQLP NROLPLQDPD SULNXDOYMEABWKNSREAMWDDALYIDAGL
smaQMXMH VH LOL SRWSXQR SUHVWDMH PRJXUQRVW ILQDQ
,VWUDAaLYDpL VWRJIJD pHVWR RVWDYOMDMX QL] SRWHQFLM
nalaziti druge izvoréinanciranja.6 WRJD EL ElmaRnlRdIOGNW OLPpQLK LVWUDAL"
SUHGORALWL GD GLVH BV QLML EakaNhBRGOQIjiL p&iDid ahdif dnja

od ostalih radnih paketa vezanih uz samu pripremu, regrutaciju, intervenciju te prikupljanje i

obradu podataka.
55.2JUDQLhHSIMIBRUXNH ]D EXGXuUuD LVWUDALYDQMD

2YR LVWUDALYDQMH LPD QHNROLNR RJUDQLpPHQMD 3ULOLN
uzeli samodatumod kada jena snagu stupitCMJE propis o prepektivnoj registraciji iako
postoje i druge regulative koje SdH MDYOMDOH X[14D.]DdbpitokV Ra t6 dd_9¢ H P H
,&0-( SURSLVY RGQRVL QD VYD LVWUDALYDQMD EH] REJLUD C
QDFLRQDOQH VSHFLILPQRVWL VPDWUDPR GD QD& L]JERU S
prilikom definiranjauzorka[1477 6YDNDNR SUHSRUXpOM Ldh®ralike LVWUD
NRULVWHUOL & Q eQistér Dabidilgeaibstupd&registre.

"HGQR RG RJUDQLPHQMD RYRJD LVWUDALYDQMD MH L SUHW
RGOXpLOL QH WUD&EWDIP 3 REXEGDDIQ ™ H XX LFP\DHNQ K PSHLRWMLPIDRIC
SULPMHULFH YHOLPLQD X]RUHBD XNNIDPMUGEEHNAPORIUEALOCdmE W R

RGJRYDUD OL SXEOLNDFLMD UHJLEMHNWDORP SDRSKM B IQWDWI
ORJXiUH SRIJUHANH VYHOL VPR QD QBEMB®MX RRWUXNERD ]S QN
RG VWUDQH GYD QHIDGENMQMDH. VNRULDAWD®D VPR SURVMHpQR
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JUDQLPQX YULMHG QRNVME NRGNPG|QHLDND@RM SBRYH]DQLK V SXE
JODQVWYHQRPUWONRIULYFLPQD YULMHGQRVWL PR&GD EL UH]J.
LDNR QDSRPLQMHPR GD VXQQOPBEMQDIOPLIP KHERNIHSRYH]DQL|
X VNODGX V SULMD&QMLP LVWUDALYDQMLPD

Koristili smo podatkeo broju regrutiranirsudionka navedene u registru u trenutku ekstrakcije

awR MH PRJOR UH]XOWLUDWL QHSRX]GDQ®RRVRWMHQ R R® XMYHHIO (
uzorka, a nekaL VW UD ALY GMD QLUDQX ,VWR WDNR V REJLURP C
RJUDQLpPLOL 1DWWNUDWIYRDJHMQD SRVWRML PRIXUQRVW GD C
QD YULMHPH DAXULUDR SRGDWNH QD UHJLVWUX L WLPH VX ¢
QDa SODQ LVWUDALYDQMD QH RPRJXUDYD ]DNOMpeNH R W
SRVOMHGLFD QHPDUD ]QDQVWYHQLND GD SUHGDMX ]QDQVYV
urednikairecenzenatadaneobjaveg&#l 1D NRQFX RGOXpLOL VPR LVWUDAL
LVNOMXpPpLYR ]DYUAHQLK LVWUDALYDQMD %LOR EL NRULVQF
LVWUDALYDQMD X RYRP NRQWHNVWX V REJLURP QD WR (
LVWUDaALY DeQastaju MeBjaviedf@e, a mogu ponuditi vrlo korisne informacije o

prevenciji prijevremenog prekidanaVW UDALYDQMD

2GUHYHQD RJUDQLpPpHQMD SULVXWQD VX L X QDaHP LVWUL
objavlivanaLVKRGD *RWRYR SHWLQD LVWUDALYDQMD UHJLVWU
analizirani zbogmanjkavo definiranog primarnog ishodaregistru ili zbog nedovoljno

dostupnih podatakaXx VDPRM SXEOLNDFLML QSU GRVWXSDQ VDPR
primarnog ishoda) 2YDM SUREOHP V XpHVWDOR QHGRYROMQR M
SURYRYHQMH XVSRUHGE H2L KbkD Qidnd igrovet sgpiéhStiR §ispdiouV

primarnih ishod X SXEOLNDFLML V RQLPD QDYHGHQ LafhiveakiUHJLV W
ogranak registra (engClinicalTrials.gov Archive Sides obzirom na to da usporedba onog
SULPDUQRJ LVKRGD QDYHGHQRJ X UHJLVWUX X WWEHQXWN X
rezultirati nepouzdanim rezultatinpd2] OHyYyXWLP NRULAWHQMHP RQRJ SULP
navHGHQ X UHJLVWUX QD SRpHWNX LVWUDALYDQMD ]D XVSRU
sur.[72],eliminirali ELVPR WUHULQX QDaHJ]XURWPN@DL WRQ®ID Y|IHEN RE&
uzorka nije registriranpravovremeno ,VWR WDNR L WLMHNRP VDPRJ WUDM
SRMDYLWL QRYH SULKYDWOMLYLMH PHWRGH WH ]D QMLK
prihvatljivi razlozi[72149 6WRJD VPR VH RGOXpLOL NRULVWLW XSUDY
X UHJLVWUX SULMH |k rdfarenmiNdbod xawdpdedby Btgo Bmo slijedili
SURWRNRO WH VPR ELOMMAYOHPHCDNR RRGAMEXBSPO MRHMH U H (
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YULMHPH PMHUHQMD A WMHGQD QDNRQ WUHWPDQD?® X RG!
WUHWPDQD?3 LOL SDN YULMHPH PMHUHQMD A GDQ3 X RGQRYV
tretirali kao nepodudaranje. Kadvrijeme mjerenja nije navedeno u registru, a objavljeni
UH]XOWDW XNDJLYDR MH QD SR]JLWLYDQ QDOD] WUHWLUD
SXEOLFLUDQMD V REJLURP QD WR GD MH X WRP VOXpDMX YU
L PR aH méHak® Manipulirati. Dodatno, svako neobjavljivanje registriranog primarnog
NODVLILFLUDQR MH NDR PRJXUD SULVWUDQRVW LDNR QH PR
LVKRG XLVWLQX ELR QHIJDWLYDQ ]JERJ pHJD MR RVMWMADRXQHF
SRYHYVDMOHBDUQX VWRSX SULVWUDQRVWL X QDaHP XJRUNX 8\
QDVOXWLWL GD VWURJL SULVWXS PR&H ELWL YDOZAWdPQ SULV
za neobjavljivanje ishodaX SUDYR N OM\@ DMND/ W.L p N D[39R H EPD EDNGQXR MW L
LVWUDALYDQMH SUHSRUXpOMLYR MH NRULVWLWL DOWHU
UH]XOWDWLPD RQLK LVKRGD NRML QLVX REMDYOMHQL NDNTF
razloga, u ovom radu govorimofe R PRIJXUQRVWL ]D SUbhaMjvan@RNVW VHOF
UHODWLYQRP PDORP EURMX LVWUDALYDQMD QMLK PR3
VLIXUQR&UX V RE]JLURP QD WR GD VX RYD LVWUDALYDQMD X
primarni shod na sekundarno mjes®SRUQR MH PRaHPR OL LVWR WYUGLWL
je uveden novi ishod kao primarni u publikaciji, bez d&ge takav egistriran, a ukazuje na

pozitivne rezultate. Smatramo da su opisane izmjene i nepodudarnostn qodikazatel]
SULVWUDQRVWL V REJLURP QD WR GD VYDNL SR]JLWLYQL L
L VW U D & inxidiir@njé Da @dbliciranju pozitivnih ishodanatramo pristranim jednako kao
prikrivanje i degradiranjenih negativnih.

Dodatno, ELOR EL ]DQLPOMLYR LVWUDALWL SRY¥XVRMMDXYLORED\
protokola LVMLYD®MD L SXEOLNDFLMH V UH]XOWDWLPD 8 RYRP
prihvatljivijom opcijoms obzirom na to da su na registru dostupne sve izmjgpevijene

SULMH WLMHNRP L QDNRQJ W&D MIDQUMHIE Q R WLWD\AU ¥ DIQYNDED M +
detaljniju analizu razloga nepodudaranj¥y KR G D p D NetrbpeMtRr® registriranih
LVWUDALYDQMD NDR L XWYUYyLYDQMH HYHQWXDOQLK UD]JOLN
VWDQMD EROHVWL NRMD- nék dSkatl Gkazdjw nd W) jp, adrimijeriQeyvl D
pristranost publiciranja manje ozbiljnacko. VW U D HDIQWIIQSWD.KRWLND QHJR NRG
antidepresiva[53]. S obzirom na relativno mali uzorak, ovo nije biIBRJXUH X QDAaHP
LVWUDALYDQMX
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1DAL UH]XOWDWL UX3dH GRVDGD&aQMBRGUKPpMRWLSUE LAR RFREH
zdravlu WH VWDYOMD XSUDYR LVWUDALYDQMD ELKHYLRUDOQL
LQGXVWULMH SRG SRYHUDOR ,DNR VX SUREOHPL VD SULVYV
GREUR SUHSR]QDWL WLMHNRP SRVOMH G gnidifativeG kilemMW O M H U L
smanjivanjaozbiljnostt SUREOHPD RYR LVWUDALYDQMH SUXaD GRNI
GRGDWDQ WUXG NDNR EL VH SREROMADR ]QDQVWYHQL LQW
su pristranosti objavljivanja pozitivnih rezultata WftKWQH L X GUXJLP LVWU
metodologijama poput onih opservacijskik6] koji se za sada uglavnom registriraju na

dobrovoljnoj osnov[57].

1LVNH VWRSH REMDYOMLYDQMD UH]XOWDWD SURQDYHQH >
JDEULQXWRVW X]LPDMXiuL X REJLU GD QHREMDYOMHQL UH]
XpLQND VIS2HMBRM QBULMHYUHPHQR SUHNLGDQMH LVWUDALYD
REXVWDYX PR&H UH]XOWLUDWL GRGDWQLP EURMHP PDORC
nepotrebnim rizicimaV XGMHORYDQMD X NOILBQSRNRFGAX W XD XY R QBWRE
pravovremena registracija trebala bi postati beskompromisni preduvjet provedbe svih
LVWUDALYDQMD NRMD XNOMXpXMX GMHFX QHRYLVQR R L]
L V W Wjb tektivalzgledno je dado ELW QLMLK SR ERR@0KIE §oQ MeDaoMalkve

vrste ne bude penaliziran u financijskom pogledu.

2QR aWR QDMYLA&H |DEULQMDYD MHVW WR aWR SDUDPHWUL
je bazirano na provedeniViwWUDALYDQMLPD X SRGUXpMX PHQWDOQRJ ]
QH XSXiUXMX QD ELWQR SRAHOMQLMH LVKRGH RGHQLK QD}
SRGUXpMX PHQWDOQRJIJBHDN GVWR YRHIBHRAALKVSRUHGQRP L
odnosunar® LMH QDOD]H G UNadlagakbiMrabbldsiaviv bajdBtaljno prospektivno
GHILQLUDQMH SULPDUQLK LVKRGD WH QD SRGL]IDQMH VYL
SRMDAQMDYDQMD VYDNH HYHQWXDOQH L]PMHnatkop¥K RGD R
SURYRGH QD UDQMLYLP L XV HE&NRpDiomtkGDiaNRFopE Rjg@ s G X
SUREOHPLPD PHQWDOQRJ JGUDYOMD 2YDNDY DSHO L XSR]R
]QDQVWYHQH ]DMHG QLFHaKX {gHe Mgela WHDPY ¥V @ MVHOR QQHODWLYQLP
rijetko p DiN masovnim medijim$§26].
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6%a(7%$.

Cilj ovog opservacijskogLVWUDAaLYDQMD ELR MH LVWUDALWL SULMHY
vrijeme registracijentervencijskihLVW U D XLYP@WIp M X PHQW D,@&QRditiGUDY Ol
UD]JOLNH X SULPDUQLP LVKRGLPD L]JPHYyX UHJLVWUD NOLQLD
jer one mogu ukazivatiQD SULVWUDQRVW X L]YaVcHiegnwiBveriziaMaX R L Vk
pozitivnih rezultata6 OLMHGHUOL LVWX PHWRGRORJLMX SURYHGHQR N
UHJLVWULUDQLK LVWUDALYDQMD X SRGUXpMX PHQWDOQRJ

6 REJLURP QD WR GD MH EURM LVWUDAaLYDQMD QD (8&75 U
nedosljednostima X UHJLVWUX LVWU D a INMROUWLNgbbldtk@HdoSupReY hhG H Q R
&OLQLFDO7ULDOV JRY UHJLVWUX =D VYD AIDWYRUHQD3 LV\
publikacija u tri baze podatakBubMed, Scopus i Google Scholar).

IshodiovRJ LVW UjBsai SYRQIMFUHPHQR SUHNLGIMOIMMW DY VQND A LR DU
X URNX RG JRGLQX GDQNWIIDNRREDNMDNY DAHW RigMtdeno® DQND
PDVRSLVX X SURVMHpPQRP WRENE) | Drijdre VepistradijeL t/ Rt H
registracije primarnih ishoda u registru, mijenjanje primarnih ishoda u registru nakon kraja

L V W U D &rhj¥rDidpivedih rezultatpodudaranje primarnih ishoda s onima u publikaeiji
PRJXUD SULVWUDQRYVWNMIBNOdMNWLYQRJ REMDYOML

RezutDWL VX SRND]DOL GD ]QDpDMDQ EURM SUHNLQXWLK LV\
UHJLVWUX WH GD VX XSUDYR LVWUDALYDQMD ELKHYLRUDOC
b Ha i pravinid i nepravovremenaegistriranate na koncu i objavljem s nedosljednim

podatcima o primarnim ishodima.

8VSRUHGERP GRELYHQLK UH]XOWDWD V UH]XOWDWLPD GF
SRGUXpMX PHQWDOQRJ |JGUDYOMD RGUDVOLK QH QDOD]H \
rezultataNRMLK MH YWL&EMWUDIRIUWN QMD SURYHGHQLK QD GMHFL
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SUMMARY

The aim of this observational study was to investigate the premature discontinuation, non
publication and registration time of interventional trials in the field of children's mental health,
and to identify discrepancies in primary outcomes between theatltrial registry and relevant
publications, as they may indicate biasutcome reporting~ollowing the same methodology,

a comparative study was conducted on a sample of registeisdh the field of adult mental
health.

Because the number olslies in the EUCTR registry was relatively small and with numerous
inconsistencies in the registry, the research wasducted using data available the
ClinicalTrials.gov registryand in corresponding publications of completed trials indexed in

three déa bases (PubMed, Scopus and Google Scholar).

The outcomes of this researalere prematuretrial cessationresults reporting within a year
after the trial completion, publishing an article in a pesiewed journal within an average
time to publish (729lays), registration timejuality of registration of pmary outcomes in the
registry,direction of the obtained results, matching of the primary outcomes with those in the

publication and possibleutcome reporting bias.

The results showed that a significant number of discontitnedd does not state the reasons
for discontinuation in the registryfrials on behavioral interventions and thasenindustry
funded are more often inadequately and untimely registered antualg more frequently

published with inconsistent data on primary outcomes.

Comparing theeresults with the results obtained in the subsampiead$ in the field of adult
mental health, thereereno significant differences except in the number ddifpee results,

which weremorefrequentin the sample dfrials conducted on children.

88



LITERATURA

1. World Health Organizationlmproving the mental and brain health of children and

adolescents. httpsmivw.who.int/activities/Improvinghe-mentatandbrainhealthof-

childrenandadolescentDatum pristup&7.3.2021.

2.World Health Organizatiomdolescent mental health. httpsuiw.who.int/newsroom/fact
sheets/detail/adolescementathealth Datum pristupa 11.2021

3. Kessler RC, Angermeyer M, Anthony JB,DEG, Demyttenaere K, Gasquet |, G DEG,
Gluzman S, Gureje O, Haro JM, Kawakami N, Karam A, Levinson D, Medina Mora ME,
Oakley Browne MA, Posaddilla J, Stein DJ, Adley Tsang CH, Aguit&axiola S, Alonso J,
Lee S, Heeringa S, Pennell BE, Berglund P,b@&ruMJ, Petukhova M, Chatterji S, Ustun TB
(2007) Lifetime prevalence and agéonset distributions of mental disorders in the World
Health Organization's World Mental Health Survey Initiative. World psychiatry: official journal
of the World Psychiatric #sociation 6 (3):16876

4. Kim-Cohen J, Caspi A, Moffitt TE, Harrington H, Milne BJ, Poulton R (2003) Prior juvenile
diagnoses in adults with mental disorder: developmental feblagk of a prospective
longitudinal cohort. Archives of  general psychiatry 0 6 (7):709717.
doi:10.1001/archpsyc.60.7.709

5. Disease GBD, Injury I, Prevalence C (2018) Global, regional, and national incidence,
prevalence, and years lived with disability for 354 diseases and injuries for 195 countries and
territories, 199€2017: a gstematic analysis for the Global Burden of Disease Study 2017.
Lancet 392 (10159):1788858. doi:10.1016/S0146736(18)3227F

6. World Health Organization. The Global Health Observatory.
https:/ivww.who.int/data/gho/indicatemetadatareqgistry/imrdetails/160 Datum  pristupa
18.42021

7. World Health OrganizationMental health. httpsWww.who.int/healthtopics/mental
health#tab=tab .DDatum pristup®9.3.2021

8. World Health OrganizationWorld HealthAssembly (2013) Comprehensive mental health
action plan 201x020. https://apps.who.int/gb/ebwha/pdf_files/WHAG66/A66- R8
en.pdf?ua=1Datumpristupa 29.3.2021.

89


http://www.who.int/activities/Improving-the-mental-and-brain-health-of-children-and-adolescents
http://www.who.int/activities/Improving-the-mental-and-brain-health-of-children-and-adolescents
http://www.who.int/news-room/fact-sheets/detail/adolescent-mental-health
http://www.who.int/news-room/fact-sheets/detail/adolescent-mental-health
http://www.who.int/data/gho/indicator-metadata-registry/imr-details/160
http://www.who.int/health-topics/mental-health#tab=tab_2
http://www.who.int/health-topics/mental-health#tab=tab_2

$Q G U, r\ed BV, Michael HB (2017) Lewis's Child and Adolescétgychiatry. Fifth
Edition. Wolters Kluwer

-0 5H\TV ,$&Fad®okof Child and Adolescent Mental Health (2019). Geneva:

International Association for Child atlolescent Pgchiatry and Allied Professions

11. Kipnis K (2003) Seven vulnerabilities in the pediatric research subject. Theoretical
medicine and bioethics 24 (2):1020

12. Hoop JG, Smyth AC, Roberts LW (2008) Ethical issues in psychiatric researiidoan
and adolescents. Child and adolescent psychiatric clinics of North America 17 {138,2%.
doi:10.1016/j.chc.2007.07.003

13. Kolch M, Schnoor K, Fegert JM (2007) The Hgulation on medicinal products for
paediatric use: impacts on child aadolescent psychiatry and clinical research with minors.
European child & adolescent psychiatry 16 (4):23%. doi:10.1007/s0078306-0594-8

14. Tan JO, Koelch M (2008) The ethics of psychopharmacological research in legal minors.
Child and adolescent pslyiatry and mental health 2 (1):39. doi:10.1186/12660-2-39

15. Denne SC (2012) Pediatric clinical trial registration and trial results: an urgent need for
improvement. Pediatrics 129 (5):e132821. doi:10.1542/peds.200621

16. Edwards SD, McNamee M24005) Ethical concerns regarding guidelines for the conduct
of clinical research on children. Journal of medical ethics 31 (6)3541
doi:10.1136/jme.2004.009555

17.National Institutes of Healtfi.998) NIH policy and guidelines on the inclusion ofidien
as participants in research involving human subjects. https://grants.nih.gov/grants/guide/notice
files/not98024.html.Datum pristup®9.62017.

18. Food and Drug Administration(2001) Additional Protections for Children.

https:/ivwww.fda.gov/scienceesearch/clinicatrials-andhumansubjectprotection/additional

protectionschildren Datum pristupd 1.2.2021

19. DonnellyF (2008) EU initiatives for research involving children. European journal of
pediatrics 167 (7):83838. doi:10.1007/s0043108-0671-8

90


http://www.fda.gov/science-research/clinical-trials-and-human-subject-protection/additional-protections-children
http://www.fda.gov/science-research/clinical-trials-and-human-subject-protection/additional-protections-children

20.The European Parliameand the Council ofie European Unioblnion (2006)Regulation
(EC) No 1901/200®f the European Parliament and ohé Councilof 12 December 2006n
Medicinal Products for Paediatric UsedsAmendingRegulation (EEC) No 1768/92, Directive
2001/20/EC, Directive 2001/83/EC and regulation (EC) No 726/2004.

21. The European Parliament anklet Councilof the European Unio(2006) Regulation(EC)
No 1902/200@®f the European Parliament and b&tCouncilof 20 December 2006rAending
Regulation 1901/2006 on medicinal products for paediatric use.

22. European Medicines Agency Paediatric Regutan.

https:/ivww.ema.europa.eu/en/humesgulatory/overview/paediatrmedicines/paediatric

regulation Datum pristupa 18.2021

23. Pica NBourgeois F (2016) Discontinuation and Nonpublication of Randomized Clinical
Trials Conducted in Children. Pediatrics 138 (3). doi:10.1542/peds@ZA%

24. Shamliyan T, Kane RL (2012) Clinical research involving children: registration,
completeness, amulblication. Pediatrics 129 (5):e1292B00. doi:10.1542/peds.202847

25. EuropearComission (2008[kthical considerations for clinical trials on medicinal products

conducted with the paediatric population

26.30*GGHPDQQ $ %D QHU@®H Cataladué XfBiasLColakpration. Positive
results biasln: Catalogue Of Biases 201MRittps://catalogofbias.org/biases/positresults
bias/.Datum pristupd 2.2.2021

27. Sackett DL (1979) Bias in analytic research. Journal of chronic disea$b2)321-63.
doi:10.1016/002:0681(79)90012

28. The Catalogue of Bias CollaboratioBatalogue of Bias. https://catalogabiorg/about/
Datum pristupa 27.1202Q

29.Devito N, Goldacre B2019) Catalogue of bias collaboration. Publicatias. In Catalogue
Of Bias.https://catalogofbias.org/biases/publicatlmias/.Datum pristup&22.4.2021.

30. Dickersin K (1990) The existence of publication bias and risk factors for its occurrence.
Jama 263 (10):1385389

91


http://www.ema.europa.eu/en/human-regulatory/overview/paediatric-medicines/paediatric-regulation
http://www.ema.europa.eu/en/human-regulatory/overview/paediatric-medicines/paediatric-regulation

31. Richards GC, Onakpoya (2019)Catalogue of biasReporting biases. IrCatalogue Of
Bias.https://catalogofbias.org/biases/reportinigses/Datum pristup®2.4.2021

32. Wager E, Williams P, Project Overcome failure to Publish nEgative fiNdings C (2013)
"Hardly worth the effort? Medical journals' policies and their editors' and publishers' views on
trial registration and publication bias: quantitative and qualitative study. Bmj 347:f5248.
doi:10.1136/bm|.f5248

33. Song F, Parekh S, Hooper L, Loke YK, Ryder J, Sutton AJ, HigvBk CS, Pang C,
Harvey | (2010) Dissemination and publication of research findings: an updated review of
related biases. Health technology assessment 14 (8}ii, 1x193. doi:10.3310/hta14080

34. Hopewell S, Loudon K, Clarke MJ, Oxman AD, DickerKirf2009) Publication bias in
clinical trials due to statistical significance or direction of trial results. The Cochrane database
of systematic reviews (1):MR000006. doi:10.1002/14651858.MR000006.pub3

35. Schmucker C, Schell LK, Portalupi S, Oeller P, €abL., Bassler D, Schwarzer G, Scherer
RW, Antes G, von Elm E, Meerpohl JJ, consortium O (2014) Extent ofuablication in
cohorts of studies approved by research ethics committees or included in trial registries. PloS
one 9 (12):e114023. doi:10.1371/oal.pone.0114023

36. DatRe R, Bobes J, Cuijpers P (2017) Why prudence is needed when interpreting articles
reporting clinical trial results in mental health. Trials 18 (1):143. doi:10.1186/s4B063
18992

37.Thomas ET, Heneghan(@017) Catalogue ofiBs Collaboration. Outcome reportingbi
In: Catalogue Of Biasesvww.catalogueofbiases.org/outcomereportingb@atum pristupa
27.102020Q

38. Chan AW, Hrobjartsson A, Haahr MT, Gsethe PC, Altman DG (2004) Empirical
evidence for selective reporting of outcomes in randomized trials: comparison of protocols to
published articles. Jama 291 (20):245465. doi:10.1001/jama.291.20.2457

39. Chan AW, Krlezaleric K, Schmid I, Altman DG (Z8) Outcome reporting bias in
randomized trials funded by the Canadian Institutes of Health Research. CMAJ : Canadian
Medical Association journal = journal de I'Association medicale canadienne 171 (7%@35
doi:10.1503/cmaj.1041086

92


http://www.catalogueofbiases.org/outcomereportingbias

40. Hart B, Lundh ABero L (2012) Effect of reporting bias on metaalyses of drug trials:
reanalysis of metanalyses. Bmj 344:d7202. doi:10.1136/bmj.d7202

41. Kirkham JJ, Dwan KM, Altman DG, Gamble C, Dodd S, Smyth R, Williamson PR (2010)
The impact of outcome reportingdsiin randomised controlled trials on a cohort of systematic
reviews. Bmj 340:¢365. doi:10.1136/bmj.c365

42. International Committee of Medical Journal Editg2019) Recommendations for the
Conduct, Reporting, Editing, atublication of Scholarly Work iMedical Journals.

43. Milette K, Roseman M, Thombs BD (2011) Transparency of outcome reporting and trial
registration of randomized controlled trials in top psychosomatic and behavioral health
journals: A systematic review. Journal of psychosomatic rese&0 (3):208217.
doi:10.1016/j.jpsychores.2010.09.015

44. Raghav KP, Mahajan S, Yao JC, Hobbs BP, Berry DA, Pentz RD, Tam A, Hong WK, Ellis
LM, Abbruzzese J, Overman MJ (2015) From Protocols to Publications: A Study in Selective
Reporting of Outcomes iRandomized Trials in Oncology. Journal of clinical oncology :
official journal of the American Society of Clinical Oncology 33 (31):38830.
doi:10.1200/JC0.2015.62.4148

45. Li XQ, Yang GL, Tao KM, Zhang HQ, Zhou QH, Ling CQ (2013) Comparison of regikte

and published primary outcomes in randomized controlled trials of gastroenterology and
hepatology. = Scandinavian  journal of gastroenterology 48  (12):1483.
doi:10.3109/00365521.2013.845909

46. Smith SM, Wang AT, Pereira A, Chang RD, McKeown A, Geekkn Rowbotham MC,
Burke LB, Coplan P, Gilron I, Hertz SH, Katz NP, Lin AH, McDermott MP, Papadopoulos EJ,
Rappaport BA, Sweeney M, Turk DC, Dworkin RH (2013) Discrepancies between registered
and published primary outcome specifications in analgesic: tA&I$TION systematic review

and recommendations. Pain 154 (12):22894. doi:10.1016/j.pain.2013.08.011

47. Howard B, Scott JT, Blubaugh M, Roepke B, Scheckel C, Vassar M (2017) Systematic
review: Outcome reporting bias is a problem in high impact faetorology journals. PloS one
12 (7):e0180986. doi:10.1371/journal.pone.0180986

93



48. Roest AM, de Jonge P, Williams CD, de Vries YA, Schoevers RA, Turner EH (2015)
Reporting Bias in Clinical Trials Investigating the Efficacy of SecQGwheration
Antidepressats in the Treatment of Anxiety Disorders: A Report of 2 Matalyses. JAMA
psychiatry 72 (5):50®%10. doi:10.1001/jamapsychiatry.2015.15

49. Trinquart L, Abbe A, Ravaud P (2012) Impact of reporting bias in networkanatgsis
of antidepressant placefontrolled trials. PloS one 7 (4):e35219.
doi:10.1371/journal.pone.0035219

50. Cuijpers P, Smit F, Bohlmeijer E, Hollon SD, Andersson G (2010) Efficacy of cognitive
behavioural therapy and other psychological treatments for adult depressioranalgte
study of publication bias. EhBritish journal of psychiatrythe journal of mental science 196
(3):173178. doi:10.1192/bjp.bp.109.066001

51. Driessen E, Hollon SD, Bockting CL, Cuijpers P, Turner EH (2015) Does Publication Bias
Inflate the Apparent Effizcy of Psychological Treatment for Major Depressive Disorder? A
Systematic Review and Metnalysis of US National Institutes of Healfunded Trials. PloS

one 10 (9):e0137864. doi:10.1371/journal.pone.0137864

52. Turner EH, Matthews AM, Linardatos E, TRKA, Rosenthal R (2008) Selective publication
of antidepressant trials and its influence on apparent efficacy. The New England journal of
medicine 358 (3):25260. doi:10.1056/NEJMsa065779

53. Turner EH, Knoepflmacher D, Shapley L (2012) Publication hiastipsychotic trials: an
analysis of efficacy comparing the published literature to the US Food and Drug Administration
database. PLoS medicine 9 (3):e1001189. doi:10.1371/journal.pmed.1001189

54.World Medical Associatiori2013) WMA Declaration Of HelsinktEthical Principles For

Medical Research Involving Human Subjects. httpsult.wma.net/policiegpost/wma

declaratiorof-helsinkiethicalprinciplesfor-medicalresearckinvolving-humansubjects/

55. EQUATOR network Enhancing the QUAIity and Transparency Of health Research

https:/ivww.equatometwork.org/aboutis/equatonetworkwhatwe-do-andhowwe-are

organised/Datum pristup®6.4.2021

56. Fanelli D (2010) "Positive" results increase down the Hierarchy of the 8sid?loS one
5 (4):e10068. doi:10.1371/journal.pone.0010068

94


http://www.wma.net/policies-post/wma-declaration-of-helsinki-ethical-principles-for-medical-research-involving-human-subjects/
http://www.wma.net/policies-post/wma-declaration-of-helsinki-ethical-principles-for-medical-research-involving-human-subjects/
http://www.equator-network.org/about-us/equator-network-what-we-do-and-how-we-are-organised/
http://www.equator-network.org/about-us/equator-network-what-we-do-and-how-we-are-organised/

57. ClinicalTrials.gov ClinicalTrials.gov background. https://clinicaltrials.gov/ct2/about
site/background. Accessed June 29, 2017 2017

58. Zarin DA, Williams, R. J., Bergeris, A., Dobbins, H. D., Ide, N. C., Loane, R. F., Robbins,
A., Tse, T. ClinicalTrials.gov and Related Projects: Improving Access to Information about
Clinical Trials April 2013 Technical Report to the LHNCBC Board oiegtific Counselors

59.World HealthOrganizationTrial registration. httpswww.who.int/clinicattrials-registry

platform/network/trialregistration Datumpristupal8.2.2021

60. ClinicalTrials.gov History, Policies, and Laws. https://clinicaltrials.gov/ct2/about
site/history.Datum pristupd 8.2.2021

61. World Health Organization WHO Trial Registration Data Set (Version 1.3.1).
https:/ivww.who.int/clinicattrials-registryplatform/network/whedataset Datum pristupa
1822021

62. World Health Organization Primary registries in the WHO registry network.
https:/ivww.who.int/clinicattrials-registryplatform/network/primaryreqgistries Datum
pristupal8.2.2021

63. Tse T, Williams RJ, Zarin DA (2009) Reporting "basisults" in ClinicalTrials.gov. Chest
136 (1):295303. doi:10.1378/chest.a®)22

64.European Medicines Agendyaediatric clinical trials. httpswivw.ema.europa.eu/human

requlatory/researctdevelopment/paediatdmedicines/paediatriclinical-trials. Datum
pristupal8.2.2021

65. European Medicines Agenc¥udraCT. https://eudract.ema.europa.®@#dtum pristupa
18.2.2021

66. Eurgoean Medicines Agency EU Clinical Trials Register.
https:/ivww.clinicaltrialsregister.eu/about.htnidatum pristupd 8.2.2021

67. National Institutes of Healtli2016) NIH Policy on the Dissaination of NIHFunded
Clinical Trial Information. https://grants.nih.gov/grants/guide/nefiles/NOT-OD-16-
149.html.

95


http://www.who.int/clinical-trials-registry-platform/network/trial-registration
http://www.who.int/clinical-trials-registry-platform/network/trial-registration
http://www.who.int/clinical-trials-registry-platform/network/who-data-set
http://www.who.int/clinical-trials-registry-platform/network/primary-registries
http://www.ema.europa.eu/human-regulatory/research-development/paediatric-medicines/paediatric-clinical-trials
http://www.ema.europa.eu/human-regulatory/research-development/paediatric-medicines/paediatric-clinical-trials
http://www.clinicaltrialsregister.eu/about.html

68. DodigG XUNRYLU . 3VLKRSDW R Qrfe dabi Svjetld/gradaMGijek.D GR O H

69. Lexchin J, Bero LA, Djulbegovic Elark O (2003) Pharmaceutical industry sponsorship
and research outcome and quality: systematic review. Bmj 326 (7400t11¥67
doi:10.1136/bmj.326.7400.1167

70. Djulbegovic B, Lacevic M, Cantor A, Fields KK, Bennett CL, Adams JR, Kuderer NM,
Lyman GH (D00) The uncertainty principle and indussyonsored research. Lancet 356
(9230):635638. d0i:10.1016/S0146736(00)02602

71. Dickersin K, Chalmers.[(2010) Recognising, investigating and dealing with incomplete
and biased reporting of clinical resdarfrom Francis Bacon tine World Health Organisation.

JLL Bulletin: Commentaries on the history of treatment evaluation

72. Jones CW, Keil LG, Holland WC, Caughey MC, Piatils TF (2015) Comparison of
registered and published outcomes in randomipedralled trials: a systematic review. BMC
medicine 13:282. doi:10.1186/s12906505203

73. Fleming PS, Koletsi D, Dwan K, Pandis N (2015) Outcome discrepancies and selective
reporting:  impacting the leading journals? PloS one 10 (5):e0127495.
doi:10.137/journal.pone.0127495

74. Glasziou P, Chalmers, I. (2018) Research waste is still a séaamlaksay by PaulGlasziou
and lain Chalmers. the bmj. doi:10.1136/bmj.k4645

75. Chan AW, Pello A, Kitchen J, Axentiev A, Virtanen JI, Liu A, Hemminki E (2017)
Assodation of Trial Registration With Reporting of Primary Outcomes in Protocols and
Publications. Jama 318 (17):170%11. doi:10.1001/jama.2017.13001

76. Viergever RF, Karam G, Reis A, Ghersi D (2014) The quality of registration of clinical
trials: still a poblem. PloS one 9 (1):e84727. doi:10.1371/journal.pone.0084727

77. Bradley HA, Rucklidge JJ, Mulder RT (2017) A systematic review of trial registration and
selective outcome reporting in psychotherapy randomized controlled trials. Acta psychiatrica
Scandnavica 135 (1):657. doi:10.1111/acps.12647

96



78. Knuppel H, Metz C, Meerpohl JJ, Strech D (2013) How psychiatry journals support the
unbiased translation of clinical research. A cresstional study of editorial policies. PloS one
8 (10):e75995. doi:10.73/journal.pone.0075995

79. Mathieu S, Chan AW, Ravaud P (2013) Use of trial register information during the peer
review process. PloS one 8 (4):€59910. doi:10.1371/journal.pone.0059910

80. van Lent M, IntHout J, Out HJ (2014) Differences between infoomati registries and
articles did not influence publication acceptance. Journal of clinical epidemiology 68
(2015):10591067

81. Shinohara K, Tajika A, Imai H, Takeshima N, Hayasaka Y, Furukawa TA (2015) Protocol
registration and selective outcome repariimrecent psychiatry trials: new antidepressants and
cognitive behavioural therapies. Acta psychiatrica Scandinavica 132 (&)9839
doi:10.1111/acps.12502

82. Jones CW, Handler L, Crowell KE, Keil LG, Weaver MA, Ptatils TF (2013) Non
publication & large randomized clinical trials: cross sectional analysis. Bmj 347:f6104.
doi:10.1136/bm;j.f6104

83. De Angelis C, Drazen JM, Frizelle FA, Haug C, Hoey J, Horton R, Kotzin S, Laine C,
Marusic A, Overbeke AJ, Schroeder TV, Sox HC, Van Der Weyden MB, nktienal
Committee of Medical Journal E (2004) Clinical trial registration: a statement from the
International Committee of Medical Journal Editors. Annals of internal medicine 141 (6):477
478

84. ClinicalTrials.gov ClinicalTrials.gov Protocol Regisdtion Data Element Definitionfor
Interventional and Observational Studies. https://prsinfo.clinicaltrials.gov/definitions.html.
Datum pristup&.5.2021

85. Anderson ML, Chiswell K, Peterson ED, Tasneem A, Topping J, Califf RM (2015)
Compliance with resultseporting at ClinicalTrials.gov. The New England journal of medicine
372 (11):10311039. d0i:10.1056/NEJMsal1409364

86. Hannink G, Gooszen HG, Rovers MM (2013) Comparison of registered and published
primary outcomes in randomized clinical trials of surgintdrventions. Annals of surgery 257
(5):818823. doi:10.1097/SLA.0b013e3182864fa3

97



87. van Lent M, Overbeke J, Out HJ (2013) Recommendations for a uniform assessment of
publication bias related to funding source. BMC medical research methodology 13:120.
doi:10.1186/1474228813-120

88. Guidance For Clinical Trial ProtocolsSpirit (Standard Protocol Items: Recommendations

for Interventional Trials). httpsuAvw.spirit-statement.orgDatum pristupa.5.2021

89. Chan AW, Tetzlaff JM, Altman DG, Laupacis A, Gotzsche PC, Kilezm K,
Hrobjartsson A, Mann H, Dickersin K, Berlin JA, Dore CJ, Parulekar WR, Summerskill WS,
Groves T, Schulz KF, Sox HC, Rockhold FW, Rennie D, Moher D (2013) SPIRIT 2013
statementdefining standard protocol items for clinical trials. Annals of internal medicine 158
(3):200207. doi:10.7326/0008819158-3-20130205600583

90. IDFLRQDOQD L VYHXpLOLEGRUNDNL H@LHNDW X R@LIANHEX LY
akademsku i  znanstvenu zajednicu - Journal Citation Reports (JCR).

http://baze.nsk.hr/bazal/journatation-reports/ Datum pristupa.5.2021

91. Reyes MM, Panza KE, Martin A, Bloch MH (2011) Thag bias in tials of pediatric
antidepressants: a systematic review and fae#dysis. Journal of the American Academy of
Child and Adolescent Psychiatry 50 (1):63. doi:10.1016/j.jaac.2010.10.008

92. Zarin DA, Keselman A (2007) Registering a clinical trial in Chfifcials.gov. Chest 131
(3):909912. doi:10.1378/chest.a50

93. Gill CJ (2012) How often do UBased human subjects research studies register on time,
and how often do they post their results? A statistical analysis of the Clinicaltrials.gov database.
BMJ open 2 (4). doi:10.1136/bmjop€012001186

94. Mathieu S, Boutron I, Moher D, Altman DG, Ravaud P (2009) Comparison of registered
and published primary outcomes in randomized controlled trials. Jama 302 {98877
doi:10.1001/jama.2009.1242

95. Goldare B, DeVito NJ, Heneghan C, Irving F, Bacon S, Fleminger J, Curtis H (2018)
Compliance with requirement to report results on the EU Clinical Trials Register: cohort study
and web resource. Bmj 362:k3218. doi:10.1136/bmj.k3218

98


http://www.spirit-statement.org/
http://baze.nsk.hr/baza/journal-citation-reports/

96. Vaughan B, Goldstein MiAJikakos M, Cohen LJ, Serby MJ (2014) Frequency of reporting
of adverse events in randomized controlled trials of psychotherapy vs. psychopharmacotherapy.
Comprehensive psychiatry 55 (4):8895. doi:10.1016/j.comppsych.2014.01.001

97. Carlisle B, Kimmelran J, Ramsay T, MacKinnon N (2015) Unsuccessful trial accrual and
human subjects protections: an empirical analysis of recently closed trials. Clinical trials 12
(1):77-83. d0i:10.1177/1740774514558307

98. Williams RJ, Tse T, DiPiazza K, Zarin DA (2015) rinenated Trials in the
ClinicalTrials.gov Results Database: Evaluation of Availability of Primary Outcome Data and
Reasons for Termination. PloS one 10 (5):e0127242. doi:10.1371/journal.pone.0127242

99. Kasenda B, von Elm E, You J, Blumle A, Tomonaga ¥ciato R, Amstutz A, Bengough

T, Meerpohl JJ, Stegert M, Tikkinen KA, Neumann |, Carrdsaiora A, Faulhaber M, Mulla

SM, Mertz D, Akl EA, Bassler D, Busse JW, FerregBanzalez |, Lamontagne F, Nordmann

A, Gloy V, Raatz H, Moja L, Rosenthal R, EbrahimShandelmaier S, Xin S, Vandvik PO,
Johnston BC, Walter MA, Burnand B, Schwenkglenks M, Hemkens LG, Bucher HC, Guyatt
GH, Briel M (2014) Prevalence, characteristics, and publication of discontinued randomized
trials. Jama 311 (10):104851. doi:10.100Jdma.2014.1361

100. Woodall A, Morgan C, Sloan C, Howard L (2010) Barriers to participation in mental health
research: are there specific gender, ethnicity and age related barriers? BMC psychiatry 10:103.
doi:10.1186/147R44X-10-103

101. Bhurke S, Cook ATallant A, Young A, Williams E, Raftery J (2015) Using systematic
reviews to inform NIHR HTA trial planning and design: a retrospective cohort. BMC medical
research methodology 15:108. doi:10.1186/s1AB/#01022

102. Prayle AP, Hurley MN, Smyth AR (2P} Compliance with mandatory reporting of
clinical trial results on ClinicalTrials.gov: cross sectional study. Bmj 344:d7373.
doi:10.1136/bmj.d7373

103. Chen R, Desai NR, Ross JS, Zhang W, Chau KH, Wayda B, Murugiah K, Lu DY, Mittal
A, Krumholz HM (2016) Rblication and reporting of clinical trial results: cross sectional

analysis across academic medical centers. Bmj 352:i637. doi:10.1136/bm|.i637

99



104. Malicki M, Marusic A, Consortium O (2014) Is there a solution to publication bias?
Researchers call for ahges in dissemination of clinical research results. Journal of clinical
epidemiology 67 (10):1103110. doi:10.1016/}.jclinepi.2014.06.002

105. Ross JS, Mocanu M, Lampropulos JF, Tse T, Krumholz HM (2013) Time to publication
among completed clinical trel JAMA internal medicine 173 (9):82828.
doi:10.1001/jamainternmed.2013.136

106. World Health Organizatio2015) WHO statement on public disclosure of clinical trial

results http://www.whoint/ictrp/results/reporting/en/

107. loannidis JP (2005) Why most published research findings are false. PLoS medicine 2
(8):e124. doi:10.1371/journal.pmed.0020124

108. Scott A, Rucklidge JJ, Mulder RT (2015) Is Mandatory Prospective Trial Registration
Working to Prevent Publication of Unregistered Trials and Selective Outcome Reporting? An
Observational Study of Five Psychiatry Journals That Mandate Prospective Clinical Trial
Registration. PloS one 10 (8):e0133718. doi:10.1371/journal.pone.0133718

109. Giliff RM, Zarin DA, Kramer JM, Sherman RE, Aberle LH, Tasneem A (2012)
Characteristics of clinical trials registered in ClinicalTrials.gov, 2P0¥0. Jama 307
(17):18381847. doi:10.1001/jama.2012.3424

110. DalRe R, Caplan AL (2015) Journal editors imgmswvith outcome reporting bias.
European journal of clinical investigation 45 (9):889%8. doi:10.1111/eci.12484

111. Trinquart L, Dunn AG, Bourgeois FT (2018) Registration of published randomized trials:
a systematic review and medaalysis. BMC mediciné6 (1):173. doi:10.1186/s12914.8
11686

112. Huser V, Cimino JJ (2013) Evaluating adherence to the International Committee of
Medical Journal Editors' policy of mandatory, timely clinical trial registration. Journal of the
American Medical Informatics gsociation : JAMIA 20 (el):e16974. doi:10.1136/amiajnl
2012001501

100


http://www.who.int/ictrp/results/reporting/en/

113. Zarin DA, Tse T, Sheehan J (2015) The proposed rule for U.S. clinical trial registration
and results submission. The New England journal of medicine 372 (28074
doi:10.1056/NEJMsr1414226

114. Doshi P, Dickersin K, Healy D, Vedula SS, Jefferson T (2013) Restoring invisible and
abandoned trials: a call for people to publish the findings. Bmj 346:f2865.
doi:10.1136/bmj.f2865

115. RIAT. Restoring invisible & abandonettials. https://restoringtrials.org/ristudies/.
Datum pristupa&1.10.2018.

116. DalRe R, Ross JS, Marusic A (2016) Compliance with prospective trial registration
guidance remained low in higmpact journals and has implications for primary end point
reporting. Journal of clinical epidemiology 75:1007. doi:10.1016/j.jclinepi.2016.01.017

117. Gopal AD, Wallach JD, Aminawung JA, Gonsalves G-RalR, Miller JE, Ross JS
(2018) Adherence to the International Committee of Medical Journal Editors’ HCMJ
prospective registration policy and implications for outcome integrity: a -sexggonal
analysis of trials published in higmpact specialty society journals. Trials 19 (1):448.
doi:10.1186/s1306818 2825y

118. Dwan K, Gamble C, Williamson PR, Kirkm JJ, Reporting Bias G (2013) Systematic
review of the empirical evidence of study publication bias and outcome reporting dnas
updated review. PloS one 8 (7):e66844. doi:10.1371/journal.pone.0066844

119. Sune P, Sune JM, Montoro JB (2013) Positiieames influence the rate and time to
publication, but not the impact factor of publications of clinical trial results. PloS one 8
(1):e54583. doi:10.1371/journal.pone.0054583

120. van Lent M, Overbeke J, Out HJ (2014) Role of editorial and peer revoe@spes in
publication bias: analysis of drug trials submitted to eight medical journals. PloS one 9
(8):€104846. doi:10.1371/journal.pone.0104846

121. Walker KF, Stevenson G, Thornton JG (2014) Discrepancies between registration and
publication of randonsed controlled trials: an observational study. JRSM open 5
(5):2042533313517688. doi:10.1177/2042533313517688

101



122. Dwan K, Altman DG, Arnaiz JA, Bloom J, Chan AW, Cronin E, Decullier E, Easterbrook
PJ, Von EIm E, Gamble C, Ghersi D, loannidis JP, Sim@&liamson PR (2008) Systematic
review of the empirical evidence of study publication bias and outcome reporting bias. PloS
one 3 (8):e3081. doi:10.1371/journal.pone.0003081

123. Bourgeois FT, Murthy S, Mandl KD (2010) Outcome reporting among drug trials
registered in ClinicalTrials.gov. Annals of internal medicine 153 (3)1&ER
doi:10.7326/00038191533-20100803600006

124. Smyth RM, Jacoby A, Altman DG, Gamble C, Williamson PR (2015) The natural history
of conducting and reporting clinical trials: témviews with trialists. Trials 16:16.
doi:10.1186/s1306814-0536:6

125. Anand V, Scales DC, Parshuram CS, Kavanagh BP (2014) Registration and design
alterations of clinical trials in critical care: a cresctional observational study. Intensive care
medicine 40 (5):700722. doi:10.1007/s0013314-3250-7

126. Cybulski L, MayeWilson E, Grant S (2016) Improving transparency and reproducibility
through registration: The status of intervention trials published in clinical psychology journals.
Journal of coaulting and clinical psychology 84 (9):7587. doi:10.1037/ccp0000115

127. Perlmutter AS, Tran VT, Dechartres A, Ravaud P (2017) Statistical controversies in
clinical research: comparison of primary outcomes in protocols, public clinigbiegistries

and publications: the example of oncology trials. Annals of oncology : official journal of the
European Society for Medical Oncology 28 (4):685. doi:10.1093/annonc/mdw682

128. Grant S, MayaVilson E, Montgomery P, Macdonald G, Michie S, Hopewell S, dfdbh,
Group obotCSPI (2018) CONSOR-BPI 2018 Explanation and Elaboration: guidance for
reporting social and psychological intervention trials. Trials 19 (1):406. doi:10.1186/s13063
0182735z

129. Ramagopalan S, Skingsley AP, Handunnetthi L, Klingel Mgria D, Pakpoor J,
Goldacre B (2014) Prevalence of primary outcome changes in clinical trials registered on
ClinicalTrials.gov: a crossectional study. F1000Research 3:77.
doi:10.12688/f1000research.3784.1

102



130. Dwan K, Altman DG, Cresswell L, Blundell N\gamble CL, Williamson PR (2011)
Comparison of protocols and registry entries to published reports for randomised controlled
trials. The  Cochrane  database of systematic reviews (1):MR0O00031.
doi:10.1002/14651858.MR000031.pub2

131. Zhang S, Liang F, Li W (20) Comparison between publicly accessible publications,
registries, and protocols of phase lll trials indicated persistence of selective outcome reporting.
Journal of clinical epidemiology 91:8%. doi:10.1016/j.jclinepi.2017.07.010

132. DalRe R, Bracke MB, loannidis JP (2015) Call to improve transparency of trials of non
regulated interventions. Bmj 350:h1323. doi:10.1136/bmj.h1323

133. Shepshelovich D, Goldvaser H, Wang L, Abdul Razak AR, Bedard PL (2017) Comparison
of reporting phase | trial resuits ClinicalTrials.gov and matched publications. Investigational
new drugs 35 (6):82833. doi:10.1007/s1063717-05108

134. Vanclay JK (2012) Impact factor. Outdated artefact or stegpomg to journal
certification? Scientometrics. doi:10.1007/s11-092-0561-0

135. Smyth RM, Kirkham JJ, Jacoby A, Altman DG, Gamble C, Williamson PR (2011)
Frequency and reasons for outcome reporting bias in clinical trials: interviews with trialists.
Bmj 342:¢7153. doi:10.1136/bmj.c7153

136. Wayant C, Scheckel C, Hicks Missen T, Leduc L, Som M, Vassar M (2017) Evidence
of selective reporting bias in hematology journals: A systematic review. PloS one 12
(6):e0178379. doi:10.1371/journal.pone.0178379

137. loannidis JP, Caplan AL, DRle R (2017) Outcome reporting biascimical trials: why
monitoring matters. Bmj 356:j408. doi:10.1136/bm;.j408

138. Goldacre B, Drysdale H, Pow&mith A, Dale A, Milosevic I, Slade E, Hartley P,
Marston C, Mahtani K, Heneghan C (2016) The COMPare Trials Project. COMPare
trials.org Datum pristupa: 14.6.2020.

139. Schulz KF, Altman DG, Moher D, Group C (2010) CONSORT 2010 Statement: Updated
guidelines for reporting parallel group randomised trials. Journal of clinical epidemiology 63
(8):834840. doi:10.1016/j.jclinepi.2010.02.005

103


http://www.compare-trials.org/
http://www.compare-trials.org/

140. Meerpohl JJ, Schell LK, Bassler D, Gallus S, Kleijnen J, Kulig M, La Vecchia C, Marusic
A, Ravaud P, Reis A, Schmucker C, Strech D, Urrutia G, Wager E, Antes G, consortium Op
(2015) Evidencenformed reommendations to reduce dissemination bias in clinical research:
conclusions from the OPEN (Overcome failure to Publish nEgative fiNdings) project based on
an international consensus meeting. BMJ open 5 (5):e006666. doi:10.1136/b2()dgen
006666

141. AllTrials (2013) The AllTrials campaigmww.alltrials.net Datum pristup&1.22021

142.AllTrials (2016) Launch of new TrialsTracker.
https:/ivww.alltrials.net/news/trialstrackeatum pristupa&0.4.2021

143. Chalmers I, Glasziou P (2009) Avoidable waste in the production and reporting of research
evidence. Lancet 374 (9683):88. d0i:10.1016/S0146736(09)6032%9

144. RIAT What is RIAT? httpgrestoringtrials.org/whatisriatDatum pristup®3.5.2021
145. RIAT How to RIAT? https://restoringtrials.org/hdwrriat/. Datum pristup®3.5.2021

146. RIAT List of RIAT-friendly Journals. https://restoringtrials.org/sfaendly-journals/.
Datum prisupa23.5.2021

147. Tse T, Fain KM, Zarin DA (2018) How to avoid common problems when using
ClinicalTrials.gov in research: 10 issues to consider. Bmj 361:k1452. doi:10.1136/bmj.k1452

148. Bauchner H, Golub RM, Fontanarosa PB (2019) Reporting and Inddigoveof
Randomized Clinical Trials. Jama 322 (8):7835. doi:10.1001/jama.2019.12056

104


http://www.alltrials.net/
http://www.alltrials.net/news/trialstracker/

a,92723,6

'DWXP L PMH\20/ Rstpaoia I3 it

OBRAZOVANJE

6LMHpD QM

'RNWRUVNL VWXGLM 75,%( SURJUDP BpGLFLQVNL IDNX
2013- 2014.
6YHXpPpLOLAWH X 6SOLWX )LOR]RIVNL IDNSOMKHRW RANRJIU

GLGDNRPRWNRDFLMVNLK NRPSHWHQFLMD SUL &HQWUX ]D
FMHORALYRWQRJ REUD]JRYDQMD

2009- 2012.

6YHXpLOLAWH X =DJUHEX )LOR]JRIVNL IDNXOWHW 'LSOR
Magistra psihologije

2006- 20009.

6YHXpLOLaAWH X =DJUHEX )LOR]RIVNL IDNXOWHW 3UHC
zvanje: Prvostupnica psihologije

RADNO ISKUSTVO

Svibanj 2019.+

=DYRG |D YMHaAWDpPpHQMH SURIHVLRQDOQX UHKDELOLWI
invaliditetom

x 9MHAWDN SVLKRORJ
9 H O M D p Bsvibanj 2019.
‘MHpML GRP AODHVWUDO:?

x Psiholog u radu s djecom i roditeljima

Travanj 2014t YHOMD pD

105



KILQLPpNL EROQLpPpNL FHQWDU 6SOLW

X 3VLKRORJ QD .OLQLFL ]D SVLKLMDWULMX LVWUD:

(http://www.milestoneransitionstudy.eu/)
Lipanj 2013. £Lipanj 2018.
Centar za socijalnu skrb Split
X vanjski suradnik
6LMHpDQGMLMHPDQM
Centar za socijalnu skrb Split

X 3VLKRORJ SULSUDYQLN SROR&HQ VWUXpQL LVSL)

Ministarstvu socijalne skrbi)

DODATNE EDUKACIJE, KONFERENCIJE | RADOVI

X PRGHUDWRU skuR S\\OWMRPpXO®RR P LW HQiNVaA0DO.RELWHOM”

X polaznLFD /MHWQB RORGH LVWUDALYDpH X SRGUXpMX PHC
adolescenata (ESCAP Research Academy workshop), Geneva, Srpanj, 2017.

X SULVXVWYRYDQMH KUYDWVNLP L PHYXQDURGQLP NRQJUH\
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DODATNO RADNO ISKUSTVO

Udruga Psyhoaktiva(Asistentca X UDGX VWDOQRJ VXGVNRJ YMHAWDND ]I

Centar za djecu, mlade i obitelj MODUS(volonter, voditelj radionica za djecu
RVQRYQRANROVNRJ XJ]UDVWD

8GUXJD ©. RUDN{®RNERYRGLWHOM JUXSQLK UDGLRQLFD ]D G

uzrasta (CAP+Child Assault Prevention)

Caritas (volonter u radu s djecom)

OSTALO

X poznavanje rada u MS Offiag SPS84, EndNote X8.1
x fluentno znanje engleskog jezika u govoru i pismu

x pODQ +tUYDWVNH SVLKRORANH NRPRUH L 'UXawWyYD SVLKRO
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