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BT (STR) MEARMTE

T BRI SRR BT S, RERASCRE R, BRSO, E
CRRE SCHF P AE B SR bR @il e ) « 5HASCRMIOC R (Blan, R ek 7ol i 10 B 3¢
PR IEAESS)  BITEE (BD, new CHrEl) . replace (##) . delete (HIFX) . append
AN D SCIFTEA B SG T 8 5 1SR I FP S5 B . eCTD B ZE30fF (i,
index.xml A1 us-regional.xml) % 7 H 25800, HZ, eCTD B2 CHFH ) —
SRS (BN, BRI SO MRS R, AR ISR R R & XM
5T STF Fhft,

PER 8 T 4 71 5 (B FE AR AT SCAR O, ORI —1 STF. % H %
KEEME STF, BRIMATH AHBAMEE R, STF SIRMFI b B R AbR @B, Bl
eCTD DTD ikttt . 7£ STF o, SRl e =k file-tags, JFL%7E doc-content Jt
. hE MRS TE study-identifier JLE .

HxR STFEHHEMER, HSRIXEIER .
I. STFHIESIFIRHMA

STF /&5% ICH STF #4271 X (DTD) E## XML 5261 H#i DTD Al DLYE
ICH M3t (www.ich.org) F#83]. DTD RiAE util SCAFR ) dtd 130 e 1RGN
JAE util SCAFIE style T 3CfFJe . 1875 BAE T 51 RO BRI AL pe it Bl i) STF. STF
XML LRI AFRIBLCL “stf-" ¥k, SR G 2 W38 77 T BB R0 It 9 (1035 b 1 7 B3
A5 CRRU R AR A study-id) , HJabh “xml” 455, FIR B U 4R

T304 FDA MALE — e A 5HREE B AR SR SRR R R (1 STF.
FOZAGRE S T L) STF JCEAR B BB 78 SCHF B e BRSSRSC R e . Riizfs STF 1) leaf
TLERBAEZTF index.xml SCHFIAH NS H 4 5 5 eCTD Hg LR+ . XFT eCTD &
4% E ) — 1 STF, leaf () operation J&VEE NN “new” , T 1% eCTD o &
&) —BF AR J5 42 STF, AZME A “append” (B0 “HIF T bR SO 0 AL A B 304
) o Jagk STF U MAEL B i J5 25 7 71 52 BB fE iU 7 SCR S 2. . J 4k STF
RiiE2 B modified-file J@7E, S5Hi% eCTD Jo& T AW IR LRI HRITIRACH) STF

(R, RNiZEELEELE STF F “append” ) o J5BE STF ) leaf JC & 1 version J& 14 N
5 A T49i% STF 1) STFDTD HJRRA (14,  “STFversion2.2” ) , XFEIFR TR
FUAT L2 B 51 STF XML SCHE A

&
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STF #RJTZE A ectd: study. STF AR TTHEFATIuER . STF XML U1 ET 5 564
FMSTFMR THBEES LT EER:

1. IEFEMEA I XML AR

2. SR SRR R A

3. EE STF BNk T ENL B

4. FERAHE RARIERE (R
STF R yeER MixJa — 41T/ Blan T

<?xml version="1.0" encoding="UTF-8"?>

<?xml-stylesheet type="text/xsl" href="../../../../util/style/ich-stf-
stylesheet.xsl"?>

<IDOCTYPE ectd: study SYSTEM "../../[../../util/dtd/ich-stf-v2-2.dtd">
<ectd: study xmins: ectd="http://www.ich.org/ectd" xml: lang="en" dtd-
version="2.2"xmlns: xlink="http://www.w3.0rg/1999/xlink">

<!I--All the elements will be provided after these elements and before the
last element closing tag named </ectd: study> -->

</ectd: study>

Z¥E: STF DTD M STF HERRBBERIERFH “.[.1.1.07 BT STF L4
FINLE

Il. STUDY-IDENTIFIER JT&

IR ZHT RS BB S 1E STF K study-identifier 76& 4. study-identifier 7o & 4
H=ANTE: title. study-id AT category.

A. Title TE

title JTTERARME AR FU RIS BERR AR, T AR B SRS R A
B. study-id Jo&

study-id & H1 7575 &R FH T WA AR B2 7T N BB B R
C. Category JTR

category Juz #& M LA AN HINZ S, =417 eCTD DTD A& AR .
2R NS TG B € CTD &35 142 K Bt oA 5%
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4.2.3.1 IR TEVE (HEPhBAG 251815 0 4D

4.2.32 EEGZEN CGEME. S8R KrH, WiEi)
4.2.3.4.1 KIA[BUE T LR 4D

5.3.5.1 L5 7 A [03& REAEAH G (R0 BRI R B Fe i 2 (esxd B2 L 43 25D

H A FEA 5 EATA category JToZR - & 41EML T, NiZHK category Jo 3 AL title
Al study-id JCEARF KL . A category G2 ABA name Al info-type J@ M. J@ AT
FEMMN T EPEEE. 5T ICH #%(E, info-type B A “ich ™, X FIX I E
[, ZEN P —PXEE (B, “Gp” . “eu” . “a”. “us” ) .
Category JG& “category” JuER{EWN
J& A REevE

name="species"

info-type="ich" /INBR
info-type="ich" NG
info-type="ich" B
info-type="ich" Fo Al 252550
info-type="ich" i
info-type="ich" N
info-type="ich" FENRKEGY
info-type="ich" oAl ARG U5 2R A3
info-type="ich" e LB
name="route-of-admin"

info-type="ich" 2N
info-type="ich" K A
info-type="ich" LA
info-type="ich" JE i A
info-type="ich" 8N
info-type="ich" 1PN
info-type="ich" Jri
info-type="ich" Hofh UL
name="duration"

info-type="us" FHIH
info-type="us" HH
info-type="us" K

VAEAER] AR Z AT, RS U .

&
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name="type-of-control"

info-type="ich" syl
info-type="ich" | EP POy
info-type="ich" To 2 B R
info-type="ich" TG 2 RS 1 20 R
info-type="ich" A X e

PAF 2 fE— e/ (species="mouse™) H AT K IRBUR MR 721 STF H {8 A
study-identifier 7T 2 ) 52451 :
<study-identifier>
<title>Long term carcinogenicity study</title>
<study-id>abc123xyz789</study-id>
<category name="species" info-type="ich" >mouse</category>
<category name="duration" info-type="us" >long</category>
</study-identifier>

I1l. STUDY-DOCUMENT Hl DOC-CONTENT Jt&
Study-document 6 31 1 & 5k FAF AT SO ) — 893 51 FH AR AR AR 45

Study-document JG & 0% doc-content JGE . doc-content JG & £ & property Al file-tag 7T
o

A. Property JE

U0 SO 7 B A AR AT IR, U property JTRIEH . HAT, %It ERN
N T 5T R I S ROl . BN, $RASFEAIR &R, KRE R —F RO EZAE
351 N 42 9F 5T Hh 0y property 7GR ET R4 .

Property JGE& “property” JTRIEK
JBHEFE MR
name="site-identifier" FH P RO 58 R R
info-type="us"

B. File-tag T&

file-tag 7C & 4% name A1 info-type J& 1% . file-tag 7T 3 name J& It i) SC A e om SO
. N R RAME IR file-tag name JEMEAE . XF T info-type J@YE(E, 4 Ad
ICH ffE, WINAER “ich” , B0, WS ICH FRE SUZE, TR i — A X35
fH. TRERT file-tag JCEMEE name J& MH1E.

&
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File-tag JTUEH rla'tne JBHE | info-type Sy E3
4 (name="") Zi=A BEIRA
pre-clinical-study-report ich s PR AT AR 2 L)
legacy-clinical-study report | ich VER— A SCHRAS ) I R Fe Al iy (2 WL
bac))
synopsis ich T LR 2 N 2
study-report-body ich R 1E S 1,35 15
protocol-or-amendment ich W7 TR / s RBITE 16.1.1
sample-case-report-form ich IR S RFEAR 16.1.2
iec-irb-consent-form-list ich IEC Al IRB DA K A & F %158 16.1.3
list-description- ich T & AW 5T A O R iR 16.1.4
investigator-site
signatures-investigators ich F BB R I E B O SRR 61 | 16.15
(12544
list-patients-with-batches ich W2 E MR 25 I B R 16.1.6
randomisation-scheme ich FEHLAL T & 16.1.7
audit-certificates-report ich FEEE TS 16.1.8
statistical-methods- ich Gt 7 BRI A BRI R S 16.1.9
interim-analysis-plan
inter-laboratory- ich SEHG =8 [A] R AR AL 7 12 A0 o B ORAIE S e K | 16.1.10
standardisation- eais
methods-quality-
assurance
publications-based-on- ich EFMANAKFLE 16.1.11
study
publications-referenced- ich WEFRS M EEREFECE 16.1.12
in-report
discontinued-patients ich K IER AT B R R 16.2.1
protocol-deviations ich LEIYIES 16.2.2
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File-tag JLE K name J&ME | info-type E3
8 (name=""") Zi=A AN SERRAK

patients-excluded-from- ich IT R FT P HERR ) BB A 3R 16.2.3

efficacy-analysis

demographic-data ich NA gt it Eds 53 16.2.4

compliance-and-drug- ich MR/ B2 FE 2 E 1 3 16.2.5

concentration-data

individual-efficacy- ich AMETF BB s 7 3R 16.2.6

response-data

adverse-event-listings ich BED R HMD R 16.2.7

listing-individual- ich 16.2.8

laboratory- P B H AR 5258 = I = E 51 R

measurements-by-

patient

case-report-forms ich RS2 FE iR R . W RAE SR E R | 16.3
T, MEERRAE TR “property” JG&, H

“name” J& = “site-identifier” , AR

ABEAT I 78 FAE 5T P O B

available-on-request ich FLIGURIE B SR AR AL SCRS B R SCAF - 1B S
XA H R R -

complete-patient-list ip SERLIP) R H IR

serious-adverse-event- ip KA EHA R YR

patient-list

adverse-event-patient- ip KA REAEEE TR

list

abnormal-lab-values- jp SEIG A B A S 1 B B R

patient-list

data-tabulation-dataset us B ) 2R B £

data-tabulation-data- us U ) 2 B0 B 1 B 2 X

definition

data-listing-dataset us B 7 R B 4

data-listing-data- us B 51 2t S B e L

definition

analysis-dataset us o T HE S

analysis-program us oM ER SR AR T S

analysis-data-definition us A3 AT B B A B 2

annotated-crf us s A R CRF

ecy us R ECG PB4

image us B ST

&
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File-tag TG K name JB# | info-type E3
e & SR
£ (name=""") Zi=A BERA
subject-profiles us ZARE R LNt IR “property” JT

%, H “name” &M= “site-identifier” , LA
JAR BT 5T R FC RO AR

safety-report us IND %445

antibacterial us PUE A F 4R

special-pathogen us FepRw AR (lan, B, FFER. 550
BRI G 928 R R P A

antiviral us PO B IR P A

iss us MGG T —— 2 AR S 4G A

ise us A RNELEE D T——B R 5 455 a2

pm-description us b R E B2 S R A2 AR 1

WIRAEE EA Y file-tag 70EIRAS, H name JEIEAE N “subject-profile” B “case-
report-forms” , M AL 2 property J &, H A name JEPE(E AN “site-identifier” , info-type
fHH “us” . property JuE ) A 28 A2 TR BIF 78 H o0 B SOAR

V. B ARSI B4 R B

BEAN leaf JTUERRA—MRFE ST SIS, HE AT 56 851 A it Fe 4l
IR SCAE category . file-tag 1 leaf ID 1B . J5%E STF KA A& B & &iAk leaf oo
F 151 H . 54 STF leaf Ju 2 1) operation J& 4B N4 “append” , % leaf 7T 3 ] modified-
file J&MEN 51 HZ B FAE eCTD JURBITIRZCH) STF leaf JuHK . 1%/5%k STF 2ty
study-document 5 &, AL B FTIRAZ AN 5 K [/ — STF _LXIRZ WA HIME B
Ko

Biltn, BLERSFAI RS — STF, A THRMMAIMIHRA > G, Bk, &
HEE) , DAEFELA STF (i, 7EJ7%1 0000 H4e4Lfyf5ias STF G RN, JE4k
Fr 31 H index.xml LRI ALE LU leaf 26 H -
<m4-2-1-1-primary-pharmacodynamics>
<leaf checksum-type="MD5"

version="STF version 2.2" xlink: type="simple"
checksum="421e55366d62fad0e9510f6aed005272" operation="append"
xlink: href="m4/42-stud-rep/421-pharmacol/4211-prim-pd/stf-jm-12-345.xml"
modified-file="../0000/index.xml#m12345"

ID="m42111">
<title>jm-12-345 Study Tagging File</title>
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</leaf>

</m4-2-1-1-primary-pharmacodynamics>

V. B STFER

FE—AHER A A, BT STR gl RIS, Bk STF H5| HEIE R
PO B I BT ) STR AR R IR, 1M 2220 STF A SIS .

IXEAE AT LU
o T STF study-identifier {58, LLK
e 1 STF study document 15 & .

A. B STF Study ldentifier {5 8

WR HIE AHfE Study Identifier 5 B 5B oA IR (a0, 2 ATFEAZH STF ik
A category JU IR RSB RD , NN HRAE B A IEH category JuER 1 STF XML U1

flan, ik ALERF%1) 0001 F1) eCTD ok 4.2.3.1 FN— IR L 25 2555 I 5T

(W 7245 IM-12-345) $EA85—4 STF. AN index.xml NEL-E U1 R leaf 25 HAE
=

<leaf checksum-type="MD5"
version="stf version 2.2" xlink: type="simple"
checksum="421e55366d62fad0e9510f6aed005272" operation="new"
xlink: href="m4/42-stud-rep/423-tox/4231-single-dose-tox/stf-jm-12-345.xml"
ID="idm42111-0002">

<title>Study No. JM-12-345 STF</title>

</leaf>

IX— STF U1 Study Identifier £15 DL {5 S

<study-identifier>
<title>Single dose oral toxicity study in the mouse and dog</title>
<study-id>jm-12-345</study-id>
<category name = "species" info-type = "ich">rat</category>
<category name = "species" info-type = "ich">dog</category>
<category name = "route-of-admin™ info-type = "ich">oral</category>

</study-identifier>

H11T
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AR, IR E SRR BRAE E SRR AN IR

N1 HEIEREAE R, PIF NSRS R IR E R STR. BT BA VLS RE%
LLRAS RIS (A 452 1) STF study-identifier 245 &5 SR, R &Hr STF study-
identifier = 5 BT & 15 SOB MM N i 24 AT ) . X IE R T STF study-identifier 2 %5 F 4 &
AT E {58 (title. study-id F1 category #325)

N FEIE S HEFFE IM-12-345 [ study-identifier (5 5., HRZBOEFEERE
HI%4SN STF, X & i STF #EATHE %N,

ZJa LA (0002) Hr index.xml K ELE 38T STF 1 leaf JE, 41T FiR:

<leaf checksum-type="MD5"
version="stf version 2.2" xlink: type="simple"
checksum="421e55366d62fad0e9510f6aed005272" operation="append"
xlink: href="m4/42-stud-rep/423-tox/4231-single-dose-tox/stf-jm-12-345.xml"
modified-file="../0001/index.xml#idm42111-0002"
ID="a345">
<title>Study No. JM-12-345 STF</title>

</leaf>

WER A A TSRS SR (R, 1% STF 1 H R ER 7 B IR RE study-
identifier (5.8 , M| STFHAELLTHNE:
<?xml version="1.0" encoding="UTF-8"?>
<?xml-stylesheet type="text/xsI" href="../../../util/style/ich-stf-stylesheet.xs|"?>
<IDOCTYPE ectd: study SYSTEM "../../../util/dtd/ich-stf-v2-2.dtd">
<ectd: study xmins: ectd="http://www.ich.org/ectd" xml: lang="en" dtd-version="2.2"
xmins: xlink="http://mww.w3.0rg/1999/xlink">
<study-identifier>
<title>Single dose oral toxicity study in the mouse and dog</title>
<study-id>jm-12-345</study-id>
<category name="species" info-type="ich">mouse</category>
<category name="species" info-type="ich">dog</category>
<category name="route-of-admin" info-type="ich">oral</category>
</study-identifier>
<study-document/>

</ectd: study>

H127
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#&¥¥: STF DTD M STF BERRBBAERERFH “.1.1.1.17 BPRTF4E STF 245
FIPLE

BVE: MEFERZEA study-identifier X, B FFHE category fH. <study-
document/>FRREA RS file-tags, XEBAR LRNUER, KA study-document
TLREFARA LBFERTER.

B. B STF Study Document 5 &

EBAS HE Ay A, BT STF 51 A SCRS . B8 STF 5] i St
SR IEZ HIH STF HEUE R, PIRETR Z2 0 STF 5 1 Study Document {5 2.

XA AT LAHZE

1. fEIA STF HHghn leaf SuRMISIH],

2. MBRIA STF H 5l leaf TE, BLK

3. FIEIA STF 51 HH leaf JuER [ file-tag 1H -
1 B ERA STF F

N TAEDA STF g0 leaf Jo&, HiHEARIRAG4EE STF, 5IHKAEINA STF
BN leaf ST . 1ZFHIH index.xml K2 STF (1 leaf Ju 2 LA 1% 5 H1l 34 AT AT 8
SCAEIBE N leaf JCZ . % STF leaf JG & [ operation J&E{EN A “append” , FfRif5
1% eCTD JC & H M Fi sz i) STF. ALAIAIAME leaf JGZ 1) operation Jig 14 B I HY
T-1% leaf 7T % A% 2 2E A B 11550, I H. operation J& 1B v new. append EX replace.

2. WA STF 3| IS

IR E MR STF i leaf SRS, WIARNIRAZJG4E STF. %55/ index.xml [
% leaf 7GR, I operation BN “delete” , 5| FIFFMIBRK leaf 7o R . H1T1ZCAF )
leaf JLE ¥ bRic N OMER, FUICATFERIMNY STF X, HHA7E1% eCTD JLRH A K
MIF% STF 51 FH B leaf 702 A4 RTAL

3. R IE File-tag fH

W HRAE N 1% STF H ) — AN TR 2 A4 SO IR T 1 45 11 file-tag &, W
HiE AN “delete” index.xml F4EERARICHT leaf 7GR (MR 51 B 1 STF A R 5
% leaf JTTZ, BUNHAFE YFIRA) , ARG EITIINE A leaf JuZ (I operation {H
N “new” D BFNECE B AL RSO . ZSCHF R EBIRAS: BEHNEGER xlink: href J&
PEFR M SO SR AR AL E

XI5, 5T leaf 2% H B STF N5 5 IEJ5 1Y file tag {H —#EHR7Z

#5137
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FELL T 7, BE NALE %1 0000 G 2 [A] R BEEE S AFFRid 4 legacy-clinical-study-
report, JFLERF1 0003 HEEIE T %4k iR .

FEFEF1 0000 B index.xml H1,

<leaf checksum-type="MD5"
xlink: type="simple"
checksum="421e55366d62fad0e9510f6aed005272" operation="new"
xlink: href="md4/42-stud-rep/423-tox/4231-single-dose-tox/synopsis-of-jm-12-345.pdf"
application-version="PDF 1.4"
ID="m42111">
<title>jm-12-345 Study Synopsis</title>
</leaf>
<leaf checksum-type="MD5"
xlink: type="simple"
checksum="421e55366d62fad0e9510f6aed005272" operation="new"
xlink: href="m4/42-stud-rep/423-tox/4231-single-dose-tox/stf-jm-12-345.xml"
version="stf version 2.2"
ID="m42112">
<title>Study JM-12-345 STF</title>

</leaf>

FEFF51 0000 f stf-jm-12-345.xml 3C4: A

<study-document>
<doc-content xlink: href = "../../../index.xml#m42111">
<file-tag name = "legacy-clinical-study-report" info-type = "ich"/>
</doc-content>

</study-document>

N T HEIE file-tag 517, 7R REXLA N it

ZEFF% 0003 K index.xml H1, @ MHER index.xml H1) leaf 7o 3 KN R AS A 1)
file-tag, MIM{EZ % EMIBR STF Hh 52 SCBL ) legacy-clinical-study-report file-tag:
<leaf operation="delete"

checksum="" checksum-type="MD5"

modified-file="../0000/index.xml#m42111"

ID="idm4211stf">

<title/>

</leaf>

F14T0
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SRJE, BRI UM leaf JuE, H: operation JEVEMEN “new” , 5l HZSCHHAE
0000 FPAIH AL E, Toif 85 IR AZ A
<leaf checksum-type="MD5"
xlink: type="simple"
checksum="421e55366d62fad0e9510f6aed005272" operation="new"
xlink: href="../0000/m4/42-stud-rep/423-tox/4231-single-dose-tox/synopsis-of-jm-12-345.pdf"
application-version="PDF 1.4"
<title>jm-12-345 Study Synopsis</title>
ID="r34567">
</leaf>

w5, INB 1 STE (] “append” operation) , FFKf IEHf AL file-tag < BE
Bz
<leaf checksum-type="MD5"

xlink: type="simple"

checksum="421e55366d62fad0e9510f6aed005272" operation="append"

xlink: href="m4/42-stud-rep/423-tox/4231-single-dose-tox/stf-jm-12-345.xml"

modified-file="../0000/index.xml#m42112"

version="stf version 2.2" ID="r6789">

<title>Study JM-12-345 STF</title>

</leaf>

FE IM-12-345 HF3 0003 STF H, 4N study-id b5 LLR NS S i il s, I
AN IE J |1 file-tag Ju i
<?xml version="1.0" encoding="UTF-8"?>
<?xml-stylesheet type="text/xsI" href="../../../../util/style/ich-stf-stylesheet.xs|"?>
<IDOCTYPE ectd: study SYSTEM "../../[..[../util/dtd/ich-stf-v2-2.dtd">
<ectd: study xmlns: ectd="http://www.ich.org/ectd" xml: lang="en" dtd-version="2.2"
xmins: xlink="http://mww.w3.0rg/1999/xlink">
<study-identifier>
<title>Single dose oral toxicity study in the mouse and dog</title>
<study-id>jm-12-345</study-id>
<category name="species" info-type="ich">mouse</category>
<category name="species" info-type="ich">dog</category>
<category name="route-of-admin" info-type="ich">oral</category>
</study-identifier>
<study-document>
<doc-content xlink: href="../../../../index.xml#r34567">
<file-tag name="synopsis" info-type="ich"/>
</doc-content>
</study-document>
</ectd: study
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%1 0000

Hi5 N IELE N — TR N “Wonderdrug Study S107 7 FRIVATT .0 I 22 RS 70 HE BT 55
RAME R, XA A AR A 5 “S107” . fERF1S 0000 4, HiiE A LA
MEE R SR AL T R I 45 R IR SR 1E SO 7S &

751 0000 F) index.xml &6 4 4> leaf 5 H, HAEANHNELE—A, ZWFFR A STF

<m5-3-5-1-study-reports-of-controlled-clinical-studies-pertinent-to-the-claimedindication>

<leaf checksum-type="MD5"
xlink: type="simple"
checksum="421e55366d62fad0e9510f6aed005272" operation="new"
xlink: href="m5/53-clin-stud-rep/535-rep-effic-safety-stud/nausea/5351-stud-repcontr/study-
s107/synopsis.pdf"
application-version="PDF 1.4"

ID="a101">
<title>S107 Study Synopsis - Interim Results</title>

</leaf>

<leaf checksum-type="MD5"
xlink: type="simple"
checksum="88e3be3f2d026b572625ab81ef5h068c™" operation="new"
xlink: href="m5/53-clin-stud-rep/535-rep-effic-safety-stud/nausea/5351-stud-repcontr/study-
s107/study-report-body.pdf"
application-version="PDF 1.4"

AN
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ID="a102">
<title>S107 Study Report Body - Interim Results</title>
</leaf>
<leaf checksum-type="MD5"
xlink: type="simple"
checksum="98723f7594h5500a861509547c384e46" operation="new"
xlink:  href=" m5/53-clin-stud-rep/535-rep-effic-safety-stud/nausea/5351-stud-repcontr/study-
s107/protocol.pdf"
application-version="PDF 1.4"
ID="a103">
<title>S107 Study Protocol</title>
</leaf>
<leaf checksum-type="MD5"
xlink: type="simple"
checksum="25d3b246313a9dbf688a48da2295260e" operation="new"
xlink:  href="" m5/53-clin-stud-rep/535-rep-effic-safety-stud/nausea/5351-stud-repcontr/study-
s107/stf-s107.xml"
version="stf version 2.2"
ID="al04">
<title>Study Tagging File for S107</title>
</leaf>
</m5-3-5-1-study-reports-of-controlled-clinical-studies-pertinent-to-the-claimedindication>

TEFE%1) 0000 thHRfit 7448 “stf-s107.xml” #) STF, i% STF £ T HF7% S107 AH=%
AL B B

<?xml version="1.0" encoding="UTF-8"?>
<?xml-stylesheet type="text/xsI" href="../../../../util/style/ich-stf-stylesheet.xs|"?>
<IDOCTYPE ectd: study SYSTEM "../../../../util/dtd/ich-stf-v2-2.dtd">
<ectd: study xmins: ectd="http://www.ich.org/ectd" xml: lang="en" dtd-version="2.2"
xmins: xlink="http://www.w3.0rg/1999/xlink">
<study-identifier>
<title>Wonderdrug Study S107</title>
<study-id>S107</study-id>
<category name="type-of-control" info-type="ich">no-treatment</category>
</study-identifier>
<study-document>
<doc-content xlink: href="../../../../../[index.xml#a101">
<file-tag name="synopsis" info-type="ich"/>
</doc-content>
<doc-content xlink: href="../../../../../index.xml#a102">
<file-tag name="study-report-body" info-type="ich"/>
</doc-content>
<doc-content xlink: href="../../../../../[index.xml#a103">
<file-tag name="protocol-or-amendment"info-type="ich"/>
</doc-content>
</study-document>
</ectd: study>
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%1 0001

FERE R IRAC I BUR R, HE T A B T W1 7T S107 AP S . #2741 0001
HAF T B AL T REASR B 5 R A — 03 T RABAT

£ %51 0001 ff) index.xml 02 34 leaf 6 H, HH/ANNEH—A (BF, BT
RSV FREARTRBIHR 5 £ ) , STF X —A, H T E#Hseaiesi ) STF, 2 H R frn:

<mb5-3-5-1-study-reports-of-controlled-clinical-studies-pertinent-to-the-claimedindication>
<leaf checksum-type="MD5"
xlink: type="simple"
checksum="421e55366d62fad0e9510f6aed005272" operation="new"
xlink: href="m5/53-clin-stud-rep/535-rep-effic-safety-stud/nausea/5351-stud-repcontr/study-
s107/protamend01.pdf"
application-version="PDF 1.4"
ID="a567">
<title>S107 Protocol Amendment No. 1</title>
</leaf>
<leaf checksum-type="MD5"
xlink: type="simple"
checksum="88e3be3f2d026b572625ab81ef5b068c" operation="new"
xlink: href=""m5/53-clin-stud-rep/535-rep-effic-safety-stud/nausea/5351-stud-repcontr/study-
s107/samplecrf.pdf"
application-version="PDF 1.4"
ID="a568">
<title>S107 Sample Case Report Form</title>
</leaf>
<leaf checksum-type="MD5"
xlink: type="simple"
checksum="25d3b246313a9dbf688a48da2295260e" operation="append"

xlink:  href=" m5/53-clin-stud-rep/535-rep-effic-safety-stud/nausea/5351-stud-repcontr/study-
s107/stf-s107.xml"
modified-file="../0000/index.xml#a104"
version="stf version 2.2"
ID="a569">
<title>Study Tagging File for S107</title>
</leaf>
</m5-3-5-1-study-reports-of-controlled-clinical-studies-pertinent-to-the-claimedindication>
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Wiy STF Wikan 2y “stf-s107.xml” FFAIC AR IR Fr iR A HE 8, Wit fr
Zy
<?xml version="1.0" encoding="UTF-8"?>
<?xml-stylesheet type="text/xsI" href="../../../../util/style/ich-stf-stylesheet.xs|"?>
<IDOCTYPE ectd: study SYSTEM "../../../../util/dtd/ich-stf-v2-2.dtd">
<ectd: study xmins: ectd="http://www.ich.org/ectd" xml: lang="en" dtd-version="2.2"
xmins: xlink="http://www.w3.0rg/1999/xlink">
<study-identifier>
<title>Wonderdrug Study S107</title>
<study-id>S107</study-id>
<category name="type-of-control" info-type="ich">no-treatment</category>
</study-identifier>
<study-document>
<doc-content xlink: href="../../../../../index.xml#a567">
<file-tag name="protocol-or-amendment™ info-type="ich"/>
</doc-content>
<doc-content xlink: href="../../../../../index.xml#a568">
<file-tag name="sample-case-report-form" info-type="ich"/>
</doc-content>
</study-document>
</ectd: study>
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<m5-3-5-1-study-reports-of-controlled-clinical-studies-pertinent-to-the-claimedindication>

<leaf checksum-type="MD5"

xlink: type="simple"

checksum="421e55366d62fad0e9510f6aed005272" operation="replace"

xlink: href="m5/53-clin-stud-rep/535-rep-effic-safety-stud/nausea/5351-stud-repcontr/study-
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s107/synopsis.pdf"
modified-file="../0000/index.xml#a101"
application-version="PDF 1.4"
ID="r345">
<title>S107 Study Synopsis - Final</title>
</leaf>
<leaf checksum-type="MD5"
xlink: type="simple"
checksum="88e3be3f2d026b572625ab81ef5b068c" operation="replace"
xlink:  href=" m5/53-clin-stud-rep/535-rep-effic-safety-stud/nausea/5351-stud-repcontr/study-
s107/s107body.pdf"
modified-file="../0000/index.xml#a102"
application-version="PDF 1.4"
ID="r346">
<title>S107 Study Report - Final</title>
</leaf>
<leaf checksum-type="MD5"
xlink: type="simple"
checksum="421e55366d62fad0e9510f6aed005272" operation="new"
xlink: href="m5/53-clin-stud-rep/535-rep-effic-safety-stud/nausea/5351-stud-repcontr/study-
s107/crf/11/12.pdf"
application-version="PDF 1.4"
ID="r347">
<title>CRF for Subject S107-11-12</title>
</leaf>
<leaf checksum-type="MD5"
xlink: type="simple"
checksum="88e3be3f2d026b572625ab81ef5b068c" operation="new"
xlink:  href=" m5/53-clin-stud-rep/535-rep-effic-safety-stud/nausea/5351-stud-repcontr/study-
s107/crf/162/5045.pdf"
application-version="PDF 1.4"
ID="r348">
<title>CRF for Patient S107-162-5045</title>
</leaf>
<leaf checksum-type="MD5"
xlink: type="simple"
checksum="25d3b246313a9dbf688a48da2295260e" operation="append"
xlink: href="m5/53-clin-stud-rep/535-rep-effic-safety-stud/nausea/5351-stud-repcontr/study-
s107/stf-s107.xml"
modified-file="../0001/index.xml#a569"
version="stf version 2.2"
ID="r349">
<title>Study Tagging File for S107</title>
</leaf>
</m5-3-5-1-study-reports-of-controlled-clinical-studies-pertinent-to-the-claimedindication>

W STF i 44 0 “stf-s107.xml” , FRAESRAC TR U B X e 45 22 Tt 7t
S107 #AE 1 . A STF 15 Bk B4 17 1 type-of-control “category #7452 1E A“ placebo”,
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LIRNIPN

<?xml version="1.0" encoding="UTF-8"?>
<?xml-stylesheet type="text/xsl" href="../../../../util/style/ich-stf-stylesheet.xs|"?>
<IDOCTYPE ectd: study SYSTEM "../../../../util/dtd/ich-stf-v2-2.dtd">
<ectd: study xmins: ectd="http://www.ich.org/ectd" xml: lang="en" dtd-version="2.2"
xmins: xlink="http://www.w3.0rg/1999/xlink">
<study-identifier>
<title>Wonderdrug Study S107</title>
<study-id>S107</study-id>
<category name="type-of-control" info-type="ich">placebo</category>
</study-identifier>
<study-document>
<doc-content xlink: href="../../../../../index.xml#r345">
<file-tag name="synopsis" info-type="ich"/>
</doc-content>
<doc-content xlink: href="../../../../../index.xml#r346">
<file-tag name="study-report-body" info-type="ich"/>
</doc-content>
<doc-content xlink: href="../../../../..[index.xml#r347" >
<property name="site-identifier" info-type="us">11</property>
<file-tag name="case-report-forms" info-type="ich"/>
</doc-content>
<doc-content xlink: href="../../../../../index.xml#r348" >
<property name="site-identifier" info-type="us">162</property>
<file-tag name="case-report-forms" info-type="ich"/>
</doc-content>
</study-document>
</ectd: study>
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