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SHIXODIRU\

7KH VIXG\ KDV EHHQ FRQGXFWHG EX VXLIDEO\ WUDLQHG TXDOLILHG DQG H[SHULHQFHG SHUVRQQHO LQ DFFRUGDQFH ZLUIK WKH * HFODUDILRQ

RI +HOVLQNL DQG VXEVHTXHQW UHYLVIRQV = RUXG OHGLFDO $VWRFLDIILRQ &RXQFL) IRV ,QUHUQDWLRQDO 2UJDQLIDILRQV RI

OHGLFD0 6FLHQFHV DQG IIKH = RU)G +HDUIK 2UJDQL]DILRQ DQG WDNLQJ LQUR FRQVLGHUDILRQ WKH UHTXLUHPHQIV RI " LUHFILYHV
(& DQG 8 (& UHODILQJ VIR WKH LPSOHPHQUDILRQ RI JRRG FOLQLFDO SUDFILFH LQ WKH FRQGXFW R FOLQLFDO WULDOV RQ

PHGLFLQDO SURGXFWV IRU KXPDQ XVH DQG WKH &27,3% *XLGHILQHV HGLIHG RQ IRU WKH ~ 3URGXFI 7HW *XLGHOLQHV IRU WKH

SWHWPHQI RI +XPDQ 6NLQ &RPSDLELILIN

3UHFDXWLRQV KDYH EHHQ WDNHQ WR DYRLG WKH SRVVLELOLW\ WKDW SDUNLFLSDQWV LQ WKH VWXG\ PLIKW H[SHULHQFH XQGHVLUDEOH HITHFWV

(WKLFDO UHTXLUHPHQIV ZKLFK KDYH EHHQ IDNHQ LQUR FRQVLGHUDILRQ LQ IKH SODQQLQJ RI WKH WXG\ LQFOXGH

L SDUNLFLSDQIV DUH LQIRUPHG YROXQWHHUY VHOHFWHG DIWHU DSSOLFDILRQ RI LQFOXVLIRQ QRQ LQFOXVLRQ FULIHULD

LL SDUNLFLSDQIV DUH DZDUH RI WKH SXUSRVH DQG QDWXUH RI IKH WIXG\ DQG RI DQ\ IRUHVHHDEOH ULVNV LQYROYHG LQ SDUWLFLSDILRQ LQ WKH
VIXG\ DQG KDYH JLYHQ ZULWHQ LQIRUPHG FRQVHQW EHIRUH WKH VWXG\ VWDUIV

LLL D VDIHIN\ HYDOXDWLRQ KDV EHHQ FRQGXFWHG RQ WKH SURGXFW WIHWHG EHIRUH IKH WIXG\ WIDUIV

LY WKH WHVW SURFHGXUHV FRQIRUPV WIR QDWLRQD) UHIXODILRQV

Y WKH (WKLFDO 5HYLHZ &RPPLIWHH LQFIXGH PHGLFDO QRQ PHGLFD) DSSURSULDIH H[SHUIV DQG 0D\ PHPEHW LI KDV FRQULGHU WKH
JHQHUDO HIKLFV R1 WKH WHVW DQG YHULILHG WKDW WKH VDIHIN DQG LQWHIULI\ RI WKH SDUILFLSDQWV LQ WKH WHW DUH SURWHFIHG WDNLQJ LQUR
DFFRXQN LQIRUPDILRQ RQ WKH LQJUHGLHQW V

YL D0 UHDVRQDECH FDUH KDV EHHQ WDNHQ WR DYRLG FDXVLQJ H[FHWLYH VNLQ UHDFILRQV RU RWKHU DGYHUVH KHDOWK HITHFIV LQ WKH
SDUILFLSDQIV GXULQJ WKH WXG\

YLL VDIHIN SURFHGXUHV DUH LQ SODFH LQ WKH HYHQU RI DQ\ XQH[SHFIHG DGYHUVH UHDFWLRQV LQFOXGLQJ DSSURSULDIH PHGLFDO FRYHU
YLLL YROXQWHHUV DUH UHZDUGHG IRU WKHLU WLPH LQFRQYHQLHQFH HWF  EXI WIKH UHZDUG LV QRW VR JUHDW WKDW LW ZRX0G SHUVXDGH IIKHP
WR SDUNLFLSDIH

&RQILGHQWLDOLIN

SHTXLUHPHQWV RI /DZ RQ WKH 3URWHFILRQ RI ,QGLYLGXDOV ZLK UHIDUG WR WKH 3URFHWLQJ R1 3HUVRQDO Data DUH WDNHQ
LQWR FRQVLGHUDWLRQ 3URFHWLQJ RI YROXQWHHUV SHUVRQD( GDWD LV FDUULHG RXW E\ GRFWRUV RU RWKHU SHUVRQV UHQGHULQJ PHGLFDO
VHUYLFHV  SURYLGHG WKDW WKH &RQWUR00HU LV ERXQG E\ PHGLFD0 FRQILGHQWLDOL RU RWKHU REOLIDWLRQ RI SURIHWLRQDO VHFUHF\
SURYLGHG IRU LQ /DZ RU FRGH RI SUDFWLFH DQG GDWD DUH QHLWKHU WUDQVIHUUHG QRU GLVFORVHG WR WKLUG SDUMLHV 3URFHWLQJ LV FDUULHG
RXW ZLWKLQ WKH ODERUDWRU\ SUHPLVHV DQG UHODWHV WR SHUVRQDO GDWD R1 WKH YROXQWHHUV SURYLGHG WKDW WKH ODWWHU KDYH JLYHQ WKHLU
FRQVHQW DQG WKDW VXFK GDWD DUH QHLWKHU WUDQVIHUUHG QRU GLVFORVHG WR WKLUG SDUWLHV 7KH DQRQ\PLWN RI WKH YROXQWHHUV LV
UHVSHFWHG ZLWKLQ D00 VWIXGLHV FDUULHG RXWW LQ RXU ODERUDWRULHV (DFK YROXQWHHU FDQ EH LGHQULILHG E\ WKH ,QYHVWLIDWRU WKH GRFWRUV
DQG D00 WKH SHUVRQV LQ FKDUJH RI WKH VWXG\  WKDQNV WR KLV SHUWVRQDO YROXQWHHUV FRGH

$UFKLYLQJ
7KH ODERUDWRU\ ERRN ZKLFK FRQWDLQV D00 WKH LQIRUPDWLRQ UDZ GDWD DQG UHVXOW UHJIDUGLQJ WKH VWXG\ DQG WKH VWXG\ UHSRUW DUH
NHSW LQ WKH 0DERUDWRU\ DUFKLYHV GXULQJ  \HDUV
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6LQJ0H DSSOLFDWLRQ +RXW RFFOXVLYH SDWFK WHVW
KHDOWK\ DGXOW YROXQWHHUV
2Q WKH EDFN
P0

7UHDWPHQW VLWHV DUH DVVHVVHG EHIRUH WKH ILUVW DSSOLFDWLRQ RT WHVW
PDWHULD0 EDVHOLQH DQG DIWHU WUHDWPHQW DW  PLQXWHV DIWHU SDWFK
UHPRYD0 1HJDWLYH FRQWUROV DUH XVHG WR IDFLOLWDWH HYDOXDWLRQ  6NLQ
UHDFWLRQV DUH VFRUHG WKURXJIKRXW WKH WHVW E\ WKH VDPH H[SHULHQFHG
DVWHWRU D GHUPDWRIRJLW ZKR PDGH WKH EDVHILQH DVWHWPHQW DQG
XQGHU WKH VDPH (0LJKWLQJ VRXUFH TRORZLQJ D SUH GHILQHG VFRULQJ
VFDOH 7KH TXDQWLILFDWLRQ RI WKH VNLQ LUULWDWLRQ LV JLYHQ WKURXJK D
QXPHULF VFDOH HU\WKHPD RHGHPD GU\QHW GHVTXDPDILRQ
YHVLFOHV ~ 7KH DYHUDJH LUULWDQW VFRUH RI WKH SURGXFW WR EH WHVWHG LV
FDOFXODWHG IURP WKH DYHUDJH RI WKH TXRWDWLRQV REWDLQHG IRU HDFK
YROXQWHHU DOORZLQJ WR UDQN WKH SURGXFW IURP  QRQ LUULWDQW WR YHU\
LUULWDQW

7KH DYHUDJH LUULWDQW VFRUH RI WKH SURGXFW LV

$FFRUGLQJ WR WKH H[SHULPHQWD0 FRQGLWLRQV RI WKH WIXG\ WKH WHW
SURGXFW FDQ EH FRQVLGHUHG DV Non irritant UHIDUGLQJ W SULPDU\
VNLQ WROHUDQFH

7KH VDPS(HV ZL00 EH WRUHG EN WKH 0DERUDWRU\ GXULQJ  PRQIK IURP WKH HQG WHWW GDWH
7KH WIXG\ UHSRUIl DQG UDZ GDWD ZL00 EH WWRUHG E\ WKH 0DERUDIRU\ GXULQJ  \HDW

SHVXOWV UHIHU WR WKH VDPSOH DV UHFHLYHG DQG DQDONVHG RQ WKH VSHFLILF SHULRG  7KHVH UHVXOWV VKRX0G QRW EH UHSURGXFHG RWKHU WKDQ LQ 1X00 DQG RQO\
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6NLQ FRPSDWLELOLW\ LV GHILQHG DV WKH DEVHQFH RI VNLQ LUULWDWLRQ XQGHU QRUPDO FRQGLWLRQV RI XVH DQG UHDVRQDEON\ IRUHVHHDEOH
PLVXVH WDNLQJ LQWR DFFRXQW RENHFWLYH UHDFWLRQV DV ZH00 DV VXENMHFWLYH UHVSRQVHV VXFK DV WILQJLQJ EXUQLQJ RU LWFKLQJ
6NLQ LUULWDWLRQ LV GHILQHG DV QRQ LPPXQRIRJILFDO 0RFDO YNLQ LQI0ODP PDWLRQ

7KLV WHW LQYROYHV VLQJOH DSSOLFDWLRQ KRXU occlusive SDWFK WHVW

7UHDWPHQW VLWHV DUH DVVHVWHG EHIRUH WKH ILUVW DSSOLFDWLRQ RI WHVW PDWHULDO EDVHOLQH DQG DIWHU WUHDWPHQW DWW PLQXWHV DIWHU
SDWFK UHPRYD0 1HJDWLYH FRQWUROV DUH XVHG WR IDFLOLWDWH HYDOXDWLRQ ~ 6NLQ UHDFWLRQV DUH VFRUHG WKURXJIKRXW WKH WHVW EN\ WKH
VDPH H[SHULHQFHG DWHWRU D GHUPDWRORILW ZKR PDGH WKH EDVHILQH DVWWHWPHQW DQG XQGHU WKH VDPH (LJKWLQJ VRXUFH
IRIRZLQJ D SUH GHILQHG VFRULQJ VFDOH 7KH TXDQWLILFDWLRQ RI WKH VNLQ LUULWDWLRQ LV JLYHQ WKURXJIK D QXPHULF VFDOH HU\WKHPD
RHGHPD GU\QHW GHVTXDPDWLRQ YHVLFOHV ~7KH DYHUDJH LUULWDQW VFRUH RI WKH SURGXFW WR EH WHWHG LV FDOFXODWHG 1URP WKH
DYHUDJH RI WKH TXRWDWLRQV REWDLQHG IRU HDFK YROXQWHHU DOORZLQJ WR UDQN WKH SURGXFW IURP  QRQ LUULWDQW WR YHU\ LUULWDQW

7KH REMHFULYH RI WKH WHW LV WR GHWHUPLQH ZKHWKHU RU QRW WKH SURGXFW LV OLNHO\ WR LQGXFH VNLQ LUULWDWLRQ XQGHU QRUPDO
FRQGLWLRQV RI XVH DQG UHDVRQDEO\ IRUHVHHDE(H PLVXVH FRQGLWLRQV

3$1(/ 678",(" ,1&/86,21 121 ,18&/86,21 &5,7(5,$

1XPEHU RI YROXQWHHWV
$ QXPEHU RI 20 YROXQWHHUV KDV EHHQ UHFUXLWHG WR VDWLVI\ WKH REMHFWLYHV RT WKH WHVW

3DQH) FKDUDFWHULVILFV
9ROXQUHHUV DUH VHOHFIIHG RQ WKH EDVLV RI LQFOXVLRQ DQG QRQ LQFOXVLRQ FULIHULD 7KH YROXQWHHUV VDHLVIN D00 WKH LQFOXVLRQ FULWHULD
DQG DUH QRW LQ FRQIOLFW ZLIIK DQ\ RI WKH QRQ LQFOXVLRQ FULWHULD DQG KDG D PHGLFDO H[DPLQDWRQ KHDOWK FHUILILFDIH DQG D
GHUPDWRORJLFDO H[DPLQDILRQ  7KH YRIXQWHHUV DUH FOHDUON LQIRUPHG  YHUEDOO\ DQG LQ ZULILQJ  UHJIDUGLQJ WKH QDIXUH RI WKH VWIXG\
WKH WLPHIDEOH FRQWIUDLQWV DQG SRWLEOH ULVNV  7KH\ JLYH WIKHLU ZULWHQ LQIRUPHG FRQVHQW EHIRUH SDUNLFLSDILRQ LQ WKH VIEXG\

,QFOXVLRQ FULWHULD

,QIRUPHG YROXQWHHUY ZKR DJUHH WR IR0ORZ WKH FRQGLWLRQV VSHFLILHG
ZKHUH DSSURSULDWH RI UHOHYDQW DJH \HDUWV RIG

ZKHUH DSSURSULDWH RI UHOHYDQW JHQGHU  IHPDOH DQG RU PDOH
ZKHUH DSSURSULDWH RI UHOHYDQW RULJLQ DQG KHDOWK

IUHH ITURP DQ\ GHUPDWRORJILFDO SUREOHPV RQ WKH DUHD WXGLHG

PHHW WKH VSHFLILF WWXG\ FULWHULD RQ VNLQ W\SH

SURRI RI KRPH DGGUHW  VRFLDO VHFXULIN\ QXPEHU

DEOH WR XQGHUWDQG WKH *UHHN 0DQJXage DQG WKH VWXG\ UHTXLUHPHQWV

EVARVEEVECVERVEEVEEVERN|

1RQ LQFOXVLRQ FULWHULD
YRIXQWHHUV ZKR GRHV QRIl PHHI WKH LQFOXVLRQ FULIHULD

SUHJQDQF\ RU QXUVLQJ FRQGLILRQ

LUULWDIHG VNLQ RQ WHVW VLIH V

EOHPLVKHV PDUNV H J WDWWRRV VFDUV VXQEXUQ RQ WKH WHVW VLWH V

PHGLFDILRQ ZKLFK PD\ DITHFW VNLQ UHVSRQVH DQG RU SDVI PHGLFDO KLVIRU\

SUHVHQILQJ VNLQ SDIKRIRI\ ZKLFK PD\ LQWHUIHUH ZLWK WKH DLP V. RI WKH VIXG\

SUHVHQILQJ  FRQUDFW DOOHUIN WR RQH RI WKH LQJUHGLHQUV R WKH WHVWHG SURGXFW

SDUILFLSDHLRQ LQ DQRWKHU VLPXOWDQHRXV WIXG\

SDUILFLSDHLRQ LQ D SUHYLRXV VIIXG\ ZLIKRXW DQ DSSURSULDWH UHVIl SHULRG EHWZHHQ VIXGLHV

PLQRUV RU PDIRUV SURWHFIHG EN IiKH 0DZ DQG SHRS0H DGPLIHG LQ D VDQUIDU\ RU VRFLDO LQVILIXWLRQ IRU RWKHU SXUSRVH WKDQ
UHVHDUFK

SHUVRQV GHSULYHG RI OLEHUIN EX 0HJDO RU DGPLQLVUDHLYH GHFLVLRQ  SDWLHQUV LQ HPHUJHQF\ VLIXDILRQ

YROXQWHHUV ZKR UHIXVHG WR JLYH WKHLU IUHH DQG LQIRUPHG FRQVHQW

SVAEVECVEEVEEVECVERVEEVECVERN |

SVIRN]
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BWXG\ FRQWIUDLQWY
" XULQJ WKH 0HQJIWK RI WKH WIXG\  WKH YROXQWHHUV DUH DVNHG
1RWWR SXW DQ\ SURGXFW DOVR ZDWHU RQ WKH SDWFKHV DUHD
1RWWR KDYH D EDWK QHLWKHU WR H[SRVH WKHPVHOYHV IR 89
7R DYRLG D00 LQWHQVH VSRUWLYH DFWLYLWLHV WKDW FRX0G UHPRYH WKH SDWFK
1RW WR WDNH DVSLULQ DQUL KIWDPLQLFV FRUWLFRLGY DQWL LQIODP PDWRULHV DQG DQ\ RWKHU WUHDWPHQW GHFUHDVLQJ RU
DYRLGLQJ LQIODPPDWLRQV RU DOOHUJLHV RU LQWHUIHULQJ ZLWK WKH VNLQ PHWDERILVP

EVIEVIEVIEY

9RIXQWHHUWY ZLWKGUDZDOV
3DUWLFLSDQWV ZL00 EH ZLWKGUDZQ 1RU WKH IR0ORZLQJ UHDVRQV
2 WKH\ GR QRW IR0ORZ WKH FRQGLWLRQV RI WKH 6WXG\ ,QIRUPDWLRQ 6KHHW
2 WKH\ VXIIHU DQ\ LO0OQHW RU DFFLGHQW RU GHYHORS DQ\ FRQGLWLRQ GXULQJ WKH WIXG\ ZKLFK FRX0G DIIHFW WKH RXWFRPH RI WKH
WXG\
2 WKH\ QR 0RQJHU ZLVK WR SDUNLFLSDWH LQ WKH WWXG\
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6725%*( &21",7,216 $ZD\ IURP KHDW DQG OLIKW

$ VDPSOH RI WKH WHVWHG SURGXFW LV NHSW DW WKH 4$&6 0DERUDWRULHY IRV PRQUK DIWHU WKH HQG RI WKH WIXG\  $1WHU WKLV GDWH DQG
XQOHW FRQWUDUN UHTXLUHPHQW IURP WKH WWXG\ VSRQVRU WKH SURGXFW ZL00 EH GHWUR\HG
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0(7+2" 35,18,3/(

7KH SULQFLSOH RI WKH VWWXG\ LV EDVHG RQ WKH VLQJOH DSSOLFDWLRQ RI PO RI WHYWWHG SURGXFW RQ WKH VNLQ RI WKH EDFN RI DGX0W
YROXQWHHUWV  7KH SURGXFW LV NHSW LQ FRQWDFW ZLWK WKH VNLQ IRU  KRXUV XQGHU occlusive SDWFK

(TXLSPHQII

7KH HTXLSPHQW XVHG IRU WKH occlusive SDWFK LV FRPSRVHG RI D VPD00 SODWILF FDYLW\ RI FP2 ZLIK D ILOWHU WLVWXH DW WKH
ERWRP ZKLFK LV PDGH WR UHFHLYH WKH SURGXFW WR WHW  $00 WKLV LV IL[HG WR D K\SRDOOHUJHQLF QRQ ZRYHQ DGKHVLYH WDSH

"RVH OHYHO

7KH DPRXQW RI WHVW PDWHULDO DSSOLHG WR HDFK SDWFK PO LV VXTILFLHQW WR 1L00 WKH FKDPEHU DQG VDWXUDWH WKH SDG ZLWKRXW
RYHUIORZLQJ IURP LW ZKHQ DSSOLHG WR WKH VNLQ

7HW PDWHULDO DSSOLFDWLRQ

7KH DUHD RQ ZKLFK WKH SDWFK LV DSSOLHG LV SUHYLRXVO\ FOHDQHG XS ZLWK GHPLQHUDILYHG ZDWHU DQG GULHG ZLWK FHIOX0RVH FRWRQ
ZRR0 WLWXH

7KH SDWFKHV DUH SXW RQ WKH EDFN RI WKH YROXQWHHU

7KH SURGXFWV DUH WHWHG SXUH RU GLOXWHG GHSHQGLQJ RQ WKHLU WASH DQG WKHLU XVH

ORWIO\ WKH SURGXFWV DUH WHWHG SXUH

5LQVH RII SURGXFWV DUH WHVWHG GLOXWHG Dw

" HWHUJHQWV DUH WHWHG GLOXWHG DW

+\GURSKLILF SURGXFWV DUH GLOXWHG LQ GHPLQHUDOLYHG ZDWHU

/LSRSKLILF SURGXFWV DUH GLOXWHG LQ PLQHUDO RLO

3RZGHUV DUH SXW SXUH LQ WKH SDWFK VPDO0 FDYLI\ DQG WKHQ PRLVWHQHG VXTILFLHQWO\ ZLWK D GURS RI PLQHUDO RLO LQ RUGHU
WR WR HQVXUH JRRG FRQUDFW ZLWK WKH VNLQ DQG DYRLG WKH SURGXFW GLVSHUVLRQ ZKLOH DSS0\LQJ WKH SDWFK

7KH SDWFKHV WKXV SUHSDUHG DUH OHIW LQ FRQWDFW  KRXW

EVERVEEVICEVERVIEN

1HJIDWLYH FRQWUROV

= KLOVW WKLV DFWLYLW\ LV DOZD\V EH RQ D FDVH E\ FDVH EDVLV DQG ZL00 GHSHQG RQ WKH QDWXUH DQG W\SH RI WXG\ WKH PRW FRPPRQ
DSSURDFK LV WR FRPSDUH WKH UHVX0W REWDLQHG IRU WKH WHVW PDWHULDOV ZLWK WKRVH RI VXLWDEOH SRVLILYH DQG RU QHJDWLYH FRQWUROV
RU ZLWK VLPLODU PDWHULDOV
$ QHJIDWLYH FRQWUROLV D SDWFK ZLWKRXW DQ\ SURGXFW DSSOLHG LQ WKH VDPH FRQGLWILRQV DV WKH SURGXFW WR EH WHWHG

2 LI WKH SURGXFW LV WHVWWHG SXUH HPSW\ SDWFK

2 LI WKH SURGXFW LV WHWHG GLOXWHG SDWFK ZLWK PO RI WKH VROYHQW XVHG GHPLQHUDILYHG ZDWHU RU PLQHUDO RLO

OLVXD0 DVVHVWWPHQW

7UHDWPHQW VLWHV DUH DVWHWHG EHIRUH WKH ILUW DSSOLFDWLRQ R1 WHVW PDWHULDO EDVHOLQH DQG DIWHU WUHDWPHQW DW  PLQXWHV DIWHU
SDWFK UHPRYD0 1HJDWLYH FRQWUROV DUH XVHG WR IDFLOLWDWH HYDOXDWLRQ

6NLQ UHDFWLRQV DUH VFRUHG WKURXJIKRXW WKH WHVW EN\ WKH VDPH H[SHULHQFHG DWHWRU ZKR PDGH WKH EDVHILQH DVWHWPHQW DQG
XQGHU WKH VDPH 0LJKWLQJ VRXUFH TRWORZLQJ D SUH GHILQHG VFRULQJ VFDOH

SHVXOWV UHIHU WR WKH VDPSOH DV UHFHLYHG DQG DQDONVHG RQ WKH VSHFLILF SHULRG  7KHVH UHVXOWV VKRX0G QRW EH UHSURGXFHG RWKHU WKDQ LQ 1X00 DQG RQO\

ZIWK WKH ZULWHQ DSSURYDO RI WKH 0DERUDWRU\
Q 3DJH RI
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(;$03/( 2) 6&25,1* 6&%$/(

(6<7+(0%
QR HYLGHQFH RI HU\WKHPD
PLQLPDO0 RU GRXEWIX0 HUNWKHPD
VOLIKW UHGQHW  VSRWN\ DQG GLIXVH
PRGHUDWH XQLIRUP UHGQHW
WURQJ XQLIRUP UHGQHW
ILHU\ UHGQHW

"5<1(66 6&$/,1*
QR HYLGHQFH RI VFDILQJ
GU\ ZUWKRXW VFDOLQJ DSSHDUV VPRRIK DQG WDX
ILQH PLOG VFDILQJ
PRGHUDIH VFDILQJ
VHYHUH VFDOLQJ ZLWK 0DUJH 10DNHV

2(" (0%
DEVHQFH Rl RHGHPD
SUHVHQFH RI RHGHPD

(;$03/( 2) 6&25,1* 6&$/(

7KH UHVXOWV REWDLQHG DUH FRPSDUHG WR WKRVH REWDLQHG RQ WKH FRQWUR0 JRQH 7KH $YHUDJH ,UULWDWLRQ ,QGH[ RU 3ULPDU\ 6NLQ
,UULWDWLRQ LV FDOFX0DWHG DV WKH DYHUDJH RI UHDGLQJV REWDLQHG RQ WKH YROXQWHHUYV SRSXIDWLRQ

> PDUNV7 R WRYRIQ @ QXPEHU RI UHDGLQJV

1XPEHU RI YROXQWHHWV

&IDVWLILFDILRQ RI WKH LUULWDQW SRWHQULDO
$YHUDJIH LUULWDWLRQ LQGH[ &IDVWLILFDILRQ
1RQ LUULWDQU
9HUN VOLJKHON. LUULIDQW
BOLIKHON. LUULWDQU
ORGHUDIIHON. LUULWDQU
UULWDQU
] 9HUN LUULIDQU

SHVXOWV UHIHU WR WKH VDPSOH DV UHFHLYHG DQG DQDONVHG RQ WKH VSHFLILF SHULRG  7KHVH UHVXOWV VKRX0G QRW EH UHSURGXFHG RWKHU WKDQ LQ 1X00 DQG RQO\
ZIWK WKH ZULWHQ DSSURYDO RI WKH 0DERUDWRU\ 3DIH RI
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5(68/76

3DQH0 GHVFULSWLRQ
7KLV WWXG\ LQFOXGHV ~ KHDOWK\ DGXOW YROXQWHHUW ZKRP FKDUDFWHULWWLFY DUH GHVFULEHG EHIRZ

OROXQWHHUV FKDUDFWHULVWLFV

92/817((5
&2"(

(YHQW RFFXUHG

92/ " GXULQJ WKH VIWXG\

$*( &+$5%87(5,67,86

o
~
®

1RUPDO VNLQ

1RUPDO VNLQ

GHQVLWLYH VNLQ

1RUPDO VNLQ

1RUPDO VNLQ

1RUPDO VNLQ

1RUPDO VNLQ

1RUPDO VNLQ

1RUPDO VNLQ

1RUPDO VNLQ

1RUPDO VNLQ

BHQULILYH VNLQ

GHQVLWLYH VNLQ

BHQULILYH VNLQ

GHQVLWLYH VNLQ

BHQULILYH VNLQ

1RUPDO VNLQ

BHQULILYH VNLQ

Vv IVIVISOIVISIVINVIS IS OIS IV IV IV IO N

1RUPDO VNLQ

o/

1RUPDO VNLQ

1RQH RI WKH YROXQWHHUV VHOHFWHG WRRN D WUHDWPHQW FRQWUDLQGLFDWHG ZLWK WKH VWXG\

6WXG\ ZLWKGUDZDOV
1R ZLWKGUDZDO RI WKH VWXG\ KDSSHQHG

B6NLQ UHDFILRQV
1R VNLQ UHDFULRQ ZDV QRWLFHG E\ WKH GHUPDWRORJILW RQ WKH UHIHUHQFH DUHD IRU D00 WKH YROXQWHHUY

SHVX0WV DQDONVLY
SHVX0WV REWDLQHG IRU HDFK YROXQWHHU DV ZH00 DV WKH FRUUHVSRQGLQJ LUULWDWLRQ LQGH[

SHVXOWV UHIHU WR WKH VDPSOH DV UHFHLYHG DQG DQDONVHG RQ WKH VSHFLILF SHULRG  7KHVH UHVXOWV VKRX0G QRW EH UHSURGXFHG RWKHU WKDQ LQ 1X00 DQG RQO\

ZIWK WKH ZULWHQ DSSURYDO RI WKH 0DERUDWRU\
Q 3DJH RI
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5(68/76 FRQWLQXHG

&(57,).&$7( "
" 675,%8725 (/= .2=0(7,.
352°88&7 0$18)$&785(" %< (/= .2=0(7,.
5(&(,37 "$7(
678"<3(5,2"

v
g§;;8&7 1$0( *2=$/7, .5(0, 81" (5 (<( &5($0
%5$1" 1%
352"88&7 7<3( 127 5,16(" &5($0
/27 *.
678" < 6321625 4386 /G
6725$*( &21°,7,216 $ZD\ IURP KHDI DQG 0LIKH
92/ - 92221.7(((5 6(; $*( (5<7+(0% | "5<1(66 2(" (0% 7RIDT UEE\?LQJV
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7RID0 UHDGLQJ KUV D00 YROXQUHHUY
1XPEHU RI UHDGLQJV
7RID0 LULWDWLRQ ~ QXPEHU RI UHDGLQJV
,UULWDWLRQ LQGH[
SHVXON 1RQ LUULIDQW

$INHU  KRXUV RI DSSOLFDWLRQ QR VNLQ UHDFWLRQ ZDV REVHUYHG E\ WKH GHUPDWRORJLVW RQ WKH DUHD WUHDWHG
7KH DYHUDJH LUULWDWLRQ LQGH[ REWDLQHG LV HTXDO WR

7KH VDPSOHV ZL00 EH WIRUHG EN WKH ODERUDWRU\ GXULQJ  PRQUK IURP WKH HQG WHVW GDIWH
7KH VWXG\ UHSRUW DQG UDZ GDWD ZL00 EH WRUHG EN WKH 0DERUDWRU\ GXULQJ  \HDW

SHVXOWV UHIHU WR WKH VDPSOH DV UHFHLYHG DQG DQDONVHG RQ WKH VSHFLILF SHULRG  7KHVH UHVXOWV VKRX0G QRW EH UHSURGXFHG RWKHU WKDQ LQ 1X00 DQG RQO\
ZIWK WKH ZULWWHQ DSSURYDO RI WKH 0DERUDNRU\ 3DIH RI
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",6&866,21 $1* &21&/86,21

,Q WKH H[SHULPHQWD0 FRQGLWLRQV DIWHU D VLQJOH DSSOLFDWLRQ RI P0 RI WKH SURGXFI XQGHU RFFOXVLYH SDWFK DQG GXULQJ
KRXW RQ  KHDOWK\ DGXOW YROXQWHHUV DQG DFFRUGLQJ WR WKH VFDOH XVHG IRU WKH LQWHUSUHWDWLRQ RI WKH UHVXOW WKH *2=$/7,
-5(0, 81" (5 (<( &5($0 FDQ EH FRQVLGHUHG DV 1RQ LUULWDQW UHJIDUGLQJ LWV SULPDU\ YNLQ WROHUDQFH

,QYHWLIDWL.QJ GRFWRU ’
+dhtistos'PREVEZAS

3ULQWHG QDPH  &KULWRV 3UHYH]DV
4,/)? dlogist« Venereologist

" DWH

5(68/76 $87+(17,&,7<

7KH WWXG\ FRQFHUQHG E\ WKLV UHSRUW ZDV FDUULHG RXW XQGHU P\ UHVSRQVLELOLI\ DFFRUGLQJ WR WKH H[SHULPHQWD0 SURWRFR0 DQG WKH
TXDOLWN S0DQ RI WKH 4$&6 /WG ODERUDWRUN DQG IRWRZY WKH JRRG FOLQLFDO SUDFWLFHV
$00 WKH REVHUYDWLRQV DQG GDWD UHFRUGHG GXULQJ WKLV WULDO DUH UHSRUWHG LQ WKLY VWXG\ UHSRUW

, FHUALI\ WKH UHUHDGLQJ RI WKLV UHSRUW DQG GR DJUHH ZLWK LWV FRQWHQW

6
QACS Laboratorl
1 Antigonis str 144 51 M 0ssi Greece

6WXG\ ODQDJHU VAT no EL 999

3ULQWHG QDPH  7VLWRXULV &KDULODRV
" DWH

7KLV GRFXPHQW KDV EHHQ HOHFWURQLFDOON VLJQHG E\ WKRVH QDPHY WKDW DSSHDU RQ WKLV UHSRUW DQG DUH WKH DXWKRULJHG VLIQDWRULHV

7KH VDPS(HV ZL00 EH VIRUHG E\ WKH 0DERUDWRU\ GXULQJ  PRQIK IURP WKH HQG WHV GDIWH
7KH VIIXG\ UHSRUW DQG UDZ GDWD ZL00 EH WIRUHG EN WKH ODERUDWRU\ GXULQJ  \HDWV

SHVXOWV UHIHU WR WKH VDPS0H DV UHFHLYHG DQG DQDONVHG RQ WKH VSHFLILF SHULRG  7KH GLOXWLRQ RI WKH VDPSOH WHVWHG GHSHQGV RQ WKH W\SH RI SURGXFW

VHH SDJH 7KHVH UHVXOIV VKRX0G QRW EH UHSURGXFHG RIKHU WKDQ LQ 1X00 DQG RQI\ ZLWK WKH ZULWHQ DSSURYD0 RI WKH 0DERUDWRU\ 3DJH RI
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