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TILLARTHD, LBLA—DT7 7 A MIHTBRA EBBEH D L. RHEHBITRBITS
T7ANDTATHAINVEBRTE L RDILBHLOTHERZET D,

DA NEEF g L7 R IE

eCTD DEEEL. T7ANFBLUT 7 A ADL_AT WRNCER Lic=y Fa—HEidn7

TV avERRTA IR, RERHMEERTES - PTEHMERDD, CTD

Wil 7ANVFAEOMITFORBAIX. ZH LT ES—va v ERBITTHIHLOTHD,

eCTD IK&ETNBLBIIL, FEF Y3 0Y VI REELS BOT, BHUBIT 417 b
)%L’Eﬁﬁ'ﬂ‘éﬁ%bﬂé)é FEHF -3 /@)/Ni ED2—ARIBWTHEGY 7 & .
TBHZE,

R 4 THBEDT AV E LT 7 ANDETEEE LI, F4 L7 FIEED kv 7 L

WXV ERB, by LUV - T VEOLATRIE, BRSBTS BEEEREERICHENT S &

KR ERERI OV T, HIET 4 ¥V AR SRBENEY, BIOBRIEL, TORDEERE (
BERRALFy 7V - T AFERERTH I L. Ba ORI, TORBICHIT 5 R
BRI ELFOVT 7+ NI L VERENE, TRTOMKRT, PREHGESII—ETH
B LREREND, BATOBRECRESET3BEENIALATH D, TOMDTTOHIR

CTIREEEENEE LA, HWETHEHARY, X6—1BIUK 6—11IZ4B0MITHFOERERT,

% 6-1 ‘
HEES B BB OFEE
| ctd-123456 0000 BEREER .
ctd-123456 0001 . MEHEE, BMELRER
ctd-123456 0002 2EIADEE, BMEIIEE
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ctd-123456 p— NEEOEE. BNErLRER

X 6-1

{2 ad-123456

XML Ry 7 ®—iF indexxml &S ie—2D7 7 A NVELTRHTS:, 2077 A0
X, TOBRBORBESES 7 A NVFICAND, B 6—1 IWRTHITIR. 741% [0000],
T #2 [0001) BEOTAAF 10002]) iZ indexxml 7 7 A WBRITNIEZR B2V, &
THANEIIE MDS F=v 7 H LT 7 A0, 37205 index-md5.txt X575 index.xml
TrANERIZED DB, iﬁ_‘fl/:@ﬁaps_ LT indexxml (233 DTD # lTutil] 74V
FILAN3, - :

»

HIRFTE XML Sy 7 R—V T 7 A Vid, BB L ICHBREEDEY =—/v 1 7+ NVFITARD,

Bl 2 DBV T, BT XML Ny 7 R—V 77 A NVEBRT IV —TEROFL—¥
2 VEBMEIEEI (new] Thd, HROA VT IRT7ANDT =y 7V LEEFLIMEDT 7

ANVEIFRETHY, ZOT77ANVBITFED MD5 Fxv 7 3 AT index.xml 77 A/LDY
—JEXICLVSREND, Hik XML Ny &'*3-——/77/(/1/&_56}‘1‘,7; DTD PIERED util 7
z“ﬂ/éfL]\ﬂ’L‘é

f 6—2 XK 6—1 OEICHT5 77 A NVOBEFERT,

R 6-2
REEE T A VE Z7AN
ctd-123456/0000 ’ ' index.xml
index-md5.txt
ctd-123456/0000/m1/us , us-regional.xml
ctd-123456/0000/util/dtd ich-ectd-3-x.dtd
us-regional-vx-x.dtd
ctd-123456/0001 index.xml
index-md5.txt
ctd-123456/0001/m1/us us-regional.xml
ctd-123456/0001/util/dtd ich-ectd-3-x.dtd
us-regional-vx-x.dtd
ctd-~123456/0002 . index.xml
index-md5.txt
ctd-123456/0002/m1/us us-regional.xml
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BRI 7 V& ' TrAN
ctd-123456/0002/util/dtd ich-ectd-3-x.dtd ~
: ~ | us-regional-vx-x.dtd

FAZVLIEE . ' .
eCTD DEEEICL > T, RHEEHOFESREOT A 7 F A 7 MILEST, BERIHETED
LEREETHS. o

" eCTD HEMOBRE, BN, EEBICLEHF (supplements, amendments and
variations) FWATAZ LR TE S, ZHHLDOABICOVTIE., 3 BCTRA—DOEEXRHIDIT
TIX72V A3, amendments & supplements FKETER I NS AT, variations XM T
BENARETHB, ZFE, BB ICEERFHIL. ROOTEICECRT 5 8MERERET
HldiEREND, FixiE, RECHTHBEXRELPHET 5HEIL. FDA T LTE
IE¥7-13BM (supplements. amendment) BE%. FMIZE LTIZERE (variation) HFE
BHTAZ LIcRB, ¥RFHUBSEMERERDDIHEED. RRBICTT2EE, BN, ¥
72IHETE (supplements. amendments and variations) & LCHE#%BHTS, f-T. #4
WUEIIHRBICHTE5A I A I NVEBOFER2EXILERH D, JOTEDITLERBREIL,

FHRFL [/, LEIE L THE DTD RIEREFDNA F o AOETREL RITHRIERE2, -

. I oCTD DID IcB -l Hisk DTD 28875 = &,

eCTD DTD 13 —TERVRATOITA 7HA INVEBODORELZAELTWD, B
VRVTD T A THA I NVEBERLSICTR— L TWB DI T, AN EICkiT2 246
TAEAIE. BN, BRELIIEBRENDI ) —TERLALSAy IRV OMBIZHFLVWY —7
EEYHRHET S, V—7ERO Imodified-file] BHEIZIX, BN, BRELIHKREND Y =7
EX0V—7 ID 2893, ZhCEVREAUBIZTOT 74 VOB 2 EREICRERTE, O
774»@&%%?%1%5 #%tﬂﬁfﬁhﬁbfﬁkwﬁkx?

FNL—rg VB

AR — g VBHIIHENO@EL DY —T7ER 7§§%mﬂﬁétbmﬁgﬁﬁamé RIEETX,

ARU—2a VRERRAWT, BEBICEENR3 Y — 7§$®E%ﬁl§1%iﬁﬁugxﬁi_{£zé A~
Vv—a B, BEROTAA T INVCEDY ., BlERVWTRHESNIBEBICEEhD I —
TEEBOBMREZRBT S, MEORBTRETOY —Z7ERIX THHR (new) | 'C;!bé 2EH,
3 EH. 4 BEZEORETIE. FEcRHEShD Y —=T7ERE, UaNcEHLE) —TER L0
BROFEICLVELTERZ ARV —Va VEHEEZFLE S, iﬁ 3 ITARL—a VRN
Ezm%é{ﬁ@ %&mrﬂfa .

%63 41—t s LV REOTE

FL— ' CEEERYT NUAT R

vav : | JREEBICHTHRAON |
HEDE B EZrAN | #ioTrA4N

New AV —T7EREFNICBRHBENREY) —TEER 7%%&@@ Current
B, A—0BRHARSIWEEEDOTA 7L
ZNVROWTRIIBWTH, & 20 eCTD EXR
PIeBWTEEDY —T7EZEN lnew) OF X
—vavBMER O LR ShS, 4 :
Append | BEFY —TVBERWEETAHRI—T7ERTH |Curent | Current -
b, WX, KELTWz, HEVREREFLRE Appended
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FL— UREERY 7 bu=TITB
va VR ' Bk : i} DEEEICHTDRRDH
BERMET IHESICAVD, ) Append HER— DR
HIZBWT, BELE2o0Y —JERICAVE
WIZ EERHRTSE (FXE, T4V A XDE
Mg, DEITEEIAREE) . Ll BE
Append BAETIRHEND UV —T7ERPBIXIE, X
£ L Z0ERSREUEHA TRES N DB,
Append DEBITBHTHIHEANH D, A—DiE
HAT 2250 Y —7EFR% Append & FVW TEER
AR, HmOBRESE~MEETA &,

Replace | Z0$RY —TERICBEEHRX bNH8EFY —7 | Current Replaced
EXERHDHLEFERT D,

Delete H77ANVOREIEREL, V—TERDOFIRV— No longer
v a VB Tdelete (BIBR)) TH D, [modified relevant to the
file) BHEIX., bITPERCIIBERZRZNWEEZE XL review

BERHOY—TVERZEET D, BHESHhDT
FTANVREELEZVWOT, F=v 7 LABHEER
7o, BRI ADEE B ERVEIBR(N L2

5o

modified-file BHEDOBHIX. bLitHE V—TJBRICI-T, FEZhD (0%, B BN
HENITEBRENE) VT BEROMBERERET I LICH D, FRV—Ta VRENEN,
BHRHIVIIHBROBHEEEZE T 5B4A. modifiedfile BELEDEZLIRETH D,
modified-file BHiE. Mndexxml] BIUEEINQTWEIY—Z7EROYV—7 ID 2RLTWS,
modified-file BHEIXE—DY —T7EROHERY, SbIZ, —EHD ) —TERFHO) —TE
RBRHAIVIREIBREhD L, FEENE YV —TERIHBIIRCFEDHTIERLARY, modified-
file BHEC X o TV 72 25D ) — 7 ERD b bIEETERYY,

modified-file BAAEDEEREI % LUFIR :
modified-file="../0001/index xmi#al234567"

\JWime1®@ﬁ7twﬁﬁvﬂkbéfﬂ%%WJabfﬂbéfaht) TER
ID %> 7 7 A VOBERERELTNS,

modified-file BAEDENEVRETIRRENTWIHES GIABEICXFDH D WIEAN—Z 72
V) : modified-file=") . V—T7EREBEFZFLRVOLAKTHD,

UTlARLY— a3 VBHEOAEILSWTERAIEZTT, UTOAE. FEERLETORREEL. =

2ITBETILOTIRARY, FRU—2a VBEOERCBLTERRS 2 FEEIT. LAY
BiciBEnW, XML A VA ¥ AREBRICERT 3 & &0, 774»%5%?5®L
—7 IDRERTAZL,

=5 1 -HFFEEHOFRERE

5 6-4
BELEGED Tr AN FRU—| BESNAT AN | BEY—ALTO
ey BEEFROH
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0000 0000\.. \structure.pdf | New o structuré.pdf
) (current)

$ﬂ2-2@oﬁ&m%5% . Rt 0000 (XEFEHEHOREEE TH 5D, &R 0001 1XEDOED
EBEEIXEE T, %"iﬂ:?%ﬂ:‘: 0000 @ structure.pdf 77 A VOBEEEXEZERLTNS,
Thbb, TO 7 7 4 )V structurepdf TBEOLDICHEFET IR, FEEIWCIX
0001/structure2.pdf 717 RBEET B2 LICRB, ETHABTHS, Thb 2 EORHITKRD
‘lakm%fgé
- 42 0000 k. 77 AN (structure.pdf] OFERMTHY ., hnﬂ>ﬂ77/r/w>§z
T FRRTH B,
- # 0001 (0000 X D%’af%ﬂjéhb) . 7rANn Fstmcturez pdf} OEHTH
B, ZOT7 7 ANVPRRRTEIL 729 . #H 0000 D7 74 A Tstructure.pdf] %
BEHEZ D,

St TY A FANDEEOBICT 7 A M ER— IR r ERER &N R, EE. EEIC
wfmﬁﬁawﬁmfﬁﬁ®774w%ﬂﬁhﬁ<t%kﬁ 7 7 A NEDE ﬂ%k%&é,
L EABTHE,

#£ 65

RHEEREES 774NV FRU— | EEEhD 77V | BEY—NLVTD
o : Yav BRI DH

0000 0000\.. \structure.pdf | New . v structure.pdf

. T . (current)
0001 0001\...\structure2.pd | Replace 0000\...\structure.pdf | structure.pdf
I f o o (replaced)
structure2.pdf
‘| (current)

=HH 3 - 2EOREEHBES. E&OMO@@@E&®$ BEETH D, TBH 0001 ZEEE
C EREET. BEERINA RO (BH 0000 TEHERE) 77 AV Fstructure.pdf) IZHIE
BAEENT B B2ERT S, TRLLEERTICHL, A7 7 A VORELHHECEET S0
PLTRELTHLI ZEEBRLTWS, Zhb 2B0RHIIZ. BTOX S CHATE S,
- 12t 0000 iX. 774wrmmmmmﬂ10@@%m1\_hwﬂ774wmﬁﬁm
Thd,
- E:Hj 0001 (0000 ;Dﬁé'c%ﬁéhé) ti. 7 7 AV Tstructure2.pdfl DEHTH
B, THREET A NERBHM, BH 0000 D7 7 A )V [structure.pdfi ~DiBIN
BRESATREY, Zo07 7 A MIFICEECEET 5.

S4T94 I AOEEOMICT 74 %5 B—icBor ERER SR, BB EECH
»\fttgzttk@E%Tﬁﬁ@77/{w%ﬂﬂ#hﬁﬁ< L EITE 77/(1%7» REAICRERD
L ERTRR

%66

R HERES T T AN ARV— | BEENDBT 7 ANV | BEY—NVTOR
vav HRFRR D
0000 0000\.. \structure.pdf | New , structure.pdf
. (current)
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0001 0001\.. \structure.pdf | Append 0000\.. \structure.pdf | structure2.pdf

' (current -
appended)
structure.pdf .
-(current)

4 — 2 BORBEHZHE, BH 0000 11, FEREOREFERTH D, #RH 0001 IHEE
FEBEET, FEHHERHO 7 7 AV EEIBRTAZLEBERL TN, Thbb, FEEI
%E%A®774w%(m®$%ﬁuﬁm#A%Tm&mota%zBhétb)ﬂﬁbr%e
5Z&THB, b 2EORMIIUTOLSICHATE D,
- 12H 0000 iX, 774ﬂfkummmpﬁjwm@%m1&b INAR7 7 ANADE
FHETH 5,
- #0001 (0000 LY #TIRIBEND) X, #H 0000 D7 71 v [structure.pdf] .
ZHIBL., FEOBEEICREBERNELRTILRERE TS,

3% 67
RHEERE S 77 AV | FRv— | EEENhBT 74NV | BEY—LVTO
: vav REHRTOH
0000 0000\...\structure.pdf | New structure.pdf
' (current)
0001 _ Delete 0000\...\structure.pdf | structure.pdf (no
. longer relevant to
the review)

774%%#%% :

T ANE Y —TEROBVZRREICEMETHZ L1t eCTD OBRMBRRABDOLDICEET
»HbH, LT eCTD OEHMZEETIEICIE, RFANY—1FZBLT, $5deCTD
ﬁ%y—w%ﬁWT@thT%oT%\W§774W®%ﬁ®§%ﬁﬁMHmm774W
DhD Y —T7EREOEBRICESL, XML Ny ZR—=—VnbBREIND 7 7 A NVDERE R
BHiedicik, eCTD DEMNOBRERTHDI 77 AN T A VI HEFEE TRV,
eCTD D= DEIEIC L > THBEER., U207 7ANVEERTIBEE DY —T7ERFRE
FTHZLICED, U207 A NE—ERHEL, Th2BHOBMICRREFDILHBT
%%, AeCTDHEEQFAZEITVLODEBHBIZBW T I 7ANVE—EREL, SHEITRL
TEDTFANEBBTAEL SADY —TERBUTED, 77 A NVOBFREETIE
72 TANTBEDBYARBHIC—ELTEThI&ThHD, eCTD HEY —NVDIEH
Xm0t RBAREEENERESRB IS TNA T 7 AABENTHILERFICED
FAZLDTED LI RERFEFTEETIZTHD,

TDT7FANEBRENEE, FOT77ANEEBRBL TS Y —T7EEOD xlinkhref BT

7 A VDTN ERICIEESRTEZVhIE, COBERRHOAIVIIRELEEVTER
T A LRARETHIILERLTVWS, eCTD HEY —ILVOREEIISEDOERHTOT 74
NEBBLTWRIY—T7ERL, UHORHTOIZ7ANVESRLTVWBR IV —TERLDE
WRDND LS RBRTFHFEFRRTNETH D, 0L I RRETHE, XML Ny JAR—V
POBRENBTZFANDEEDZYMRERIL. JNOBHOZ 7 ANVESZRT S xlinkhref
FHETRETHY, oBEEED LTYUBBYEIC L 255% oCTD OMEBEZ T Tidw
72V, A& eCTD HEEDFIBREIIREH A VIEREL T AN LIRNEOSREITORIC, H
BOBHLBIZHERTEZ L,
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DTD =272 « EF/L ' :
eCTD D2V F Y « FFME CTD DBBICESNVTWS, 2Ty - EFAO—HELUT
w@%?éo=szy-f?WﬁfmemB%iD\$%§ﬁwgb6&%ﬁﬁi?Tof
WS BEEIEELE 2o TV B, ’

1 6-2

ectd:ectd

ﬁ@&%i%ﬁﬁbt&(Wiﬁ(@&@\dwﬁﬁﬁkﬁﬁ(ﬂeﬁ)%ﬁWT$%WO77
ANFBRET D, SEECOVWTIHAMNED [eCTD OER /BHICET %A 28RB0Z L,

6-4.
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L3 + fink-text

eCTD B, BrEIZE7 555
eCTD X5 DDEARET 2— N bHERENS,

e ml-administrative-information-and-prescribing-information
¢ m2-common-technical-document-summaries |

-« m3-quality
» m4-nonclinical-study-reports

. m5 clinical- study ‘reports

5 _’Dﬂ)%v:u—/w:t FREN 1 DU EOBERF I HRY . EOFERL CTD O BROBH
FRTIEORMTF 2D, UTOXTFT vy 7%, FliboTRTT5, LELIZ T, 14
bETHDEIS2— VIR LETOT 7ANVPRESNDbD LTS,

1. BEHTAXEERII T 7 A MR TS CTD BROBFTE2RTERF V& 8RT 5, P,
BEENEDHEOBEXETRHIT R4, EEF 7 <m2-7-3-summary-of-cliical-efficacy> -
PERTD, ‘ :
EBNMOEXRF JOREEBIICEET D, SEOFITI 2.7.3 AIMHEBEOHREKHET 5,
lindication| BHEEFHET D, .- '
<m2-7-3-summary-of-cliical-efficacy>D FiZ, FD<leal>ERZERT 3. :
<leaf>ERDBHE (xlink'href] 12, EBDOT 7 A VOB RFEHFE 7 7 A NVEBEHEET D,
<leaf>D<title>ERIL, 77 ANMIRTARBNOBRALAFZEEZTEATS,
<leaf>EXRDBEZBYE_ (& 6-8) ITIEREFTRAT S,

[

oo W

%68 T, CHbOEREBEIC VT, FICHAEHET 5,
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# 68

EES BRI A 1 B
<m2-4- BRERIX CTD ®, HdEI7¥ayv
nonclinical WWEET S | DEITEE0 T AV
-ovex;vxew> DEVFET, BREZORITIELIC
?k@ﬁ BEoFERILL o CTEHEEND,
KEHR eCTD DTD 1 eCTD O & % X 723877

TUTORBHE%2 EFH T 5 substance,
manufacturer, product-name, indication,
excipient, dosage-form (#] 2.3.8 BL T
3.2.S TId substance & manufacturer @ 2
2D 7V —FTF%Xb) BHEEDHD
5.3.5 T indication 28D 7V —
FXA}+) BETHB), CTD O—#&
B Q&A L RESHDIEDIZ, Thb
DEBEDEIED L SNDIBEICEE
NBERETHD, BEINLDBHEIC
SDWTEENLRABO—BIRHFEE
T, BEERIIOOBEOERPEE
FATHIAINVDBIEEZGICERSH
iRV ES, HECRTEZES
_ETHD

1 DEIIBEDOF D<leal-ER%,
DERERICHLBRITBIENTE
5. BREZRiI<node-extension>EFR %
BWTHETIZ LB TES, WK
X, ERSNEBREROETALN
NTDHEMEINBZRETHD, /—
FIREHER SN T, EHCHERS
BER-TIT 2 &, /— FEEEDE|
BORNCHRAA XL REERTDZ
& AfHED XML eCTD DTD O35
T35 oERSROoZL_(H
6;510 ) } ;

D XML 4 R Z v ZARO ZOBRPTICRid403 (FE: ZorcBn

T AEAEORNT ‘ T. DIXEETH D)
xml:lang BEOAYS a2 En7 74 LV Tlen -
FERBINDETEERE. 1S0-639 HEOD
SERETERT 2, :

<leaf> V- TBRRFT77AANV~DERTH
5, 1 DOBKRERDRENT 1 2%
TEED Y —TVERFESTED,

application- |H¥E 77 A NVOIERICER LY 7 I |PDF14

version U=T DT 7Y r—avic kiDL
LEEZ7ANT A=< bDR—=T 3
YTHB,

font-library SHBOERBILEBL B, .

D ID B XML SCERNTH D b DH 5 [id050520
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BR

B Bl $BH Bl -
MDbLDFEBBTAEDICAVLh, | ZTOFEHROHABRICETS
BBV T—ENLRbOTHS, [BRICOWTIE, WIC DY
" IXML ID QEREFELRTVE—R|= T £ + www.wlorg @D
a7 ThED, BEENEFOLEBXMLID HIEEE+ SR,
WANE ID &Y —VEER LT :
384, ARINEEFORBRICET
FERT A —ZA a7 EMIAUIEL
» WIDEL2D :
checksum BHT 37 7 A MIRTBF = v 7 H[e854d3002c02a61fe5cbe926fd
: BN 976001

c-hecksﬁm-type

FERLEF=y 7 b - TATY XA

MDS5

modified-file

modified-file BHEED HAYIL, U —T7E
ETEEEIN TS (DED, E
B, BMHDSVIERIBRENT) J—
ZJEROMBERHTIEICD

[, F_v—v a3 VEEMEN B
#hH 5 WITHIBROBEEZFE T 25|

4. modified-file BHEDEDEZ & D
RETh B, modifiedfile BEIL,

lindexxml] BXUEEINTWAD
l‘_—gﬁfbu —7 ID ZRLTW
Do '

/0001 /index xmi#al 234567

operation

modified-file] IR L THEAINDE
WEEYRT, AHREILTOR
VD, ZOVWThI—DO%ERERT S,

e new’ :

e replace

e append

e delete S
A EOERDBEMIT oW TIEAT & D
[F~v—va VBt OHZ28K,

new

version

T AN T BT 7 A NMREHEOR
A—T g VERERREA—Ta U
AT B e

V23.5

.Ixlink:actuate

SBROERBITHEX 5.

xlink:href

EEITARERT I TAN~DERE

iy s B
REEZRTZ 7 AN, ERITOVWT

EERTAV—T7ERLALEETHD|

LBV,

0000/m2/27-clin- |
sum/literature-references.pdf

xlink:role

SEDEBIEZ B,

xlink:show

SHOERICEXD.

xlink:type

lsimple) @ EEE

simple

SHOERBICHEZ D,

keywords
<title> '

YV—TERO—HLLT, ZDERIC

) —7ERPLERENE T T AV

Study Report 1234
T AEROERIBRTH

DEBHRLEFPEEND,

¢, BE 1024 XA b
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R R DL i1 Bl

(512 xx7F) H#EREH

Do

ID XML A AR ZVARDZ DOFPTIZ % |al234567
+TAEFOERTF V—7 ID ITEFF|E I ;mr#c@%ﬁm_sa?

BTy E—RXaT7hrbix LR ERICOVWTIE, W3C D

e bvy, . y = 7J ¥ A b

www.w3.org/TR/xml-
id#iproccessing @ XML-ID #

BEE>SR,
2 ZDVULTE D I
FETH B,

<link-text> SBOFERICELD.

<xref> SBOERICEZS,

b 6-1: BT DHEFEEIT I BEDFF X7
BT, &%t ELB@T%%;EE’IBE%WEE 150 PDF X&L L'C%Hﬁafﬁ%a XML OFTH
60

<?xml version = "1.0" encoding = "UTF-8"?>
<IDOCTYPE ectd:ectd SYSTEM "util/dtdfich-ectd-3-x.dtd">

<?xml-stylesheet type="text/xsl" href="util/style/ectd-2-1-x.xs1"?>
<ectd:ectd xmlnsectd = "http://www.ich.org/ectd" xmlns:xlink = "http://www.w3c.org/1999/xlink">
<m2-common-technical-document-summaries>
<m2-5-clinical-overview xmllang = "en"> :
<leaf ID="5123456" operation = "new" xlink’type = "simple" checksum-type="md5”
checksum ="e854d3002c02a61fe5cbe926{d973401" xlink: href =
"m2/25-clin-over/clinical-overview.pdf' application-version =" PDF 1.4">
<title>Clinical Overview</title>
<fleaf>
</m2-5-clinical-overview>
</m2-common-technical-document-summaries>
</ectdectd>

ZOBBIIMAERT 4 V2 MY Tm2/25-clinover/] (Thxbb, BEEEEET 41V MY DT
. BEEB B D) WDT 74V [clinical-overview.pdf] &%, ZD7 7 A Vi new (HF
#)] T, IClinical Overview] &S HBBFFNTNS,

%:FMJ%EVXTA*C& ZOE4SE CTD EV=—/v 1 (HIkER) CHENIh 3 BEICfES
FHEOBHE LTHRDbNS,

THHEFE CTD 123456 T AMERETH A2 bIX, APHE ®é77/(114115% ctd-
123456/0000 54 V2 LU io,to%nu'F_fDTzf V7 MIREENS,

B 6-2: EIE, BWEEIEREDFF &
SR T, EBREIETEM (clinical overview) BAEHINE, UTOHATIE., ThEEFHFIH
TR TEEBRLA,

Ihb o XML liE258RTho T, eCTD MFEEFREZERT SRICER L2Thilzeb
ROERBLUBHEOLSTELT LHEEN TV S DT TR,
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\
)

TrANEBEBRZIDTDITE, 70774 NVER L§$5 f@T&;%&774/V®<1eaf;§$
BT 5, BlXiE. ThRHE CTD 123456 2395 2 HEDRERHTHD 2 bIX, AHE
2774wuﬁﬁwdmuwmw1r4va%)%;U%hu?®74V&FJK SEh 3,

<?xm] version = "1.0" encoding = "UTF-8"?>
<IDOCTYPE ectd‘ectd SYSTEM "util/dtd/ich-ectd-3-x.dtd">
<?xml-sylesheet type="text/xsl" href="util/style/ectd2-1-x.xls"?>
<ectd-ectd xmlns:ectd = "http://www.ich.orglectd" xmlIns:xlink = "http://www.w3c. org/ 1999/xlink">
<m2-common-technical-document-summaries> -
<m2-5-clinical-overview xml-lang = "en"> )

) <leaf ID="a123457" operation = "replace" xlink:type = "simple"
checksum-type="md5” checksum ="502e9ab5827431f077340cea3b5e465a"
xlink:href = "m2/25-clin-over/clinical-overview-revised.pdf’
application-version = "PDF1.4" modified-file ="../0000/ index.xm¥#a123456">

<title>Clinical Overview</title>
<fleaf>
</m2-5-clinical-overview>
</m2-common-technical-document-summaries>
</ectd ectd> '

ﬂ&3§%@ﬁﬁﬁw55§A@$ﬂg

BHOBERER D 5B A X <m2-7-3-summary-of- clinical- efficacy> & <m5-3-5- reports-of-
efficacy-and-safety-studies>SERDEFNENIZ, b5 1 SOEERFERTZ. BEZLLORKE
Lowrﬁﬁmtm D—ERIEETT, REZSRIALOBMEOERBET 1 7 7 VDM

KBRBREREINBZZLORVES, HEICETNEBRERETHS, BENEERTIHE—D
FiErk, FEORBEEEZE L) —TVERETATHRL, ChbDT77ANVDIEDDEREL
EBRUEEREOELWY —7ERFRMET S L THE, PBERCLOOBHELZEE T 55
1T, BEREISBENE S, iﬁ.”cﬂ)i’d‘ﬂ?ﬁ&‘k’w\Tﬂﬁﬁ@iﬁ%‘]%ﬁk*ﬂé&‘?‘& &, UTox
ZOREOENEERT,

* 6-9
B . B BB/ B )
<m2-7-3-summary-of-clinical-efficacy> Indication B AEA Pain
<m5-3-5-regorts-of-efﬁcagz-and-safety- - Indication © ERREES : Pain
|studies™> ' . .

3 %) Y /3 1% <m2-7-3-summary-of-clinical-efficacy> & <m5-3-5-reports-of-efficacy-and-safety-
studies>SEEUTOLTHORRERCENEBELZBEG T2 LICBETHZ L. T,
2 SOENE _(BEEBIVED) KHETIEROBHEZRIA VA VAR X LICEMIZAIRL

Tn5, & BL\ <category>EE R LDBRRDESEIL, <filetag>EREFAWVCT, 77 ANVDAH
EOHFITR - THEANDLNS, '

<?xml version = "1.0" encoding = "UTF-8"7>

<IDOCTYPE ectd:ectd SYSTEM "util/dtd/ich-ectd-3-x.dtd">

<7xml-sylesheet type="text/xsl" href="utilstyle/ectd2-1-x.x1s"?>

<ectd:ectd xmlnsectd = "http//www.ich.org/ectd” xmlns:xlink = "http*/www.w3c.org/1999/xlink">

<m2-common-technical-document-summaxries>
<m2-T-clinical-summary> .
<m2-7-3-summary-of-clinical-efficacy indication = "pain">

<leaf ID="5123456" operation = "new" xlink:type = "simple"
checksum-type="md5” checksum ="5aa5c0e630a700af869e4c72535{c922"
xlinkhref ="m2/27-clin-sum/summary-clin-efficacy-pain.pdf'>
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<title>pain efficacy summary</t1t1e>
</leaf>
</m2-7-3-summary-of-clinical-efficacy>
<m2-7-3-summary-of-clinical-efficacy indication = "nausea">
<leaf ID="a123457” operation = "new" xlink:type = "simple"
checksum-type="md5” checksum —"bde4d84dc80678a266352af45003962"
xlink:href ="m2/27-clin-summ/summary-clin-efficacy-nausea.pdf'>
<title>nausea efficacy summary</title>
</leaf>
</m2-7-3-summary-of-clinical-efficacy>
</m2-7-chinical-summary>
</m2-common-technical-document-summaries>
<mb5-clinical-study-reports>
<mb5-3-clinical-study-reports>
<m5-3-5-reports-of-efficacy-and-safety-studies indication = "pain">
<m5-3-5-1-study-reports-of-controlled-clinical-studies-pertinent-to-the-claimed-indication>
<leaf ID="2123458" operation = "new" xlink-type = "simple"
checksum-type="“md5” checksum ="a4529c4a257f07{820ec591dde854578"
xlink:href ="m5/53-clin-stud-rep/535-rep-eff-safety-stud/pain/pain-srl.pdf">
<title>pain study report 1</title>
</leaf>

</m5-3-5-reports-of-efficacy-and-safety-studies>
<m5-3-5-reports-of-efficacy-and-safety-studies indication = "nausea™>
<m5-3-5-1-study-reports-of-controlled-clinical-studies-pertinent-to-the-claimed-indication>

<leaf ID="2123459" operation = "new" xlink:type = "simple" .

checksum-type="md5” checksum ="c5c39f594b2070a57beab6e58860efcf"

xlink:href = "m5/53-clin-stud-rep/535-rep-eff-safety-stud/nausea/nausea-sri5.pdf">
<title>nausea study report 15</title>

<fleaf> .

<leaf ID="a123460" operation="new" xlink:type="simple"

hecksum tme—"md5" checksum*‘"l5faf198015f3599acabb775502d6b00"

ontr/gz20015/nausea srlb Jgdf‘
<title>nausea study report 15</title>

</m5-3-5-1-study-reports-of-controlled-clinical-studies-pertinent-to-the-claimed-indication>
</m5-3-5-reports-of-efficacy-and-safety-studies>
. </m5-3-clinical-study-reports>
</mb5-clinical-study-reports>

</ectd ectd>
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BEEOEERHHESIE. <m3-2-s-drug-substance>BRICABINTVWIEHEEZAND Z &iT
Iy, FEL LASEEOREOBRIADETRETIENTES, BEZNLDEMIZOW
TEENLREO—BEREEET, BBEIINCOBEDOERFREIA TIA INVORIZES
KEESNAZL0RVES, BERERERERETHD, BEINEFERT HE—DFER,

B2 BEERE- L) —TERFETRTHIBRL, ThbDT77ANVDIEHDET LI BEE
PROHLWI—TERFRETAILTHE, BEERCAOOBMHERZER TSR0, R
BB E S35, EEEOIGHFEC OV THIBROREILBICERTI L. UTORIZZIORE
HEoEVWEERT,
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<ma3-2-s-drug-substance> substance 1 DDFEEDAFH Acetaminoph
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=% | B T BB/ RR Bl

en

manufacturer REORUEEE DA My supplier

1] 6-4A: o | - . |
BT 2 20FE (T F7 I 7=V BITaFAY) BT ERERETIHAOAY
L RAFVADYEMEI Y a v OfTHB, T TIHREO—FIL, 2 oOREEENORESNS
HOrTB, ’

<m3-2-body-of-data> _
<m3-2-s-drug-substance substance = "Acetaminophen” manufacturer = "My supplier">
<leaf ID="a123456" operation = "new" xlink:type = "simple" checksum-type="md5”
checksum ="b002e4544c02361fe54be926ae777012" xlink href="m3/32-body-data/
32s-drug-sub/acetaminophen-my-supplier/acetaminophen.pdf"™> '
<title>Acetaminophen - My Supplier Data</title>
<fleaf>
</m3-2-s-drug-substance>
" <m3-2-s-drug-substance substance = "Acetaminophen" manufacturer = "Bulk Company 2">
<leaf ID="a123457" operation = "new" xlink'type = "simple" checksum-type="md5”
checksum ="0000cdfa05b1e995{88057150414a783" xlinkhref="m3/32-body-data/
32s-drug-sub/acetaminophen-bulk-company-2/acetaminophen2.pdf">
<title>Acetaminophen — bulk company 2 data</title> .
<fleaf> '
</m3-2-s-drug-substance> )
<m3-2-s:drug-substance substance = "Codeine" maniufacturer = "Drug company 2">
<leaf ID="a123458” operation = "new" xlink'type = "simple" checksum-type=“md5”
checksum ="f55523234165623fe54be926ee435354" xlink:href="m3/32-body-data/
32s-drug-sub/codeine-drug-company-2/codeine-quality-data.pdf">
<title>codeine — drug company2 data</title> :
</leaf> .
- -</m3-2-g-drug-substance>
</m3-2-body-of-data>

B ORKRH BBAIE. <m3-2-p-drug-product>ERICBEEN TV BEZAVWS Z itk
y., BETIRAEL ERAHOBEEOEARDEEERTIZENTES,, BEZNLLDBEHEIIC
SNWTEENBEO—BRREEET., BRI WO OBHOERBEE T A 7 VA Z VORI
 RBREEINA-LORVWED, BECERPBREREXTHS, BEZNEERTIME—DF
X, FEYRBEEEE Y —TERZITTHIRL, ThbD7 7 ANDIEDDER LT
BREEIZESHLWI —7EEFEHRTAZLTHDS, BRERINLOBHEEZEET DI,
EFERED» Y I, TEFORBFECLSOWTHIBROREMBICERTE L, UTORIT
3.2PILBIT A OREDEVEETRY, ’

. * 6-11
BR - B X1 : Bl
<m3-2-p-drug-product> product-name 1 D DB DL TR wonder drug
dosageform Z DEFIDXIE Capsule
|manufacturer . - |RRORIEREE DL FF |Company A

¥ 6-4B: . o ' ‘
BT, 2 2ORH_ (I A BIUER) BT HRRERETIHEDM /RAF Y ADLEHK
7Y avORThH B,
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<m3-2-body-of-data>

<m3-2-p-drug-product product'name = “Wonder drug dosageform="Capsule”
manufacturer=Company A”>
<leaf ID="a123456" operation = "new" xlink'type = "simple" checksum-type=“md5”
checksum ="f27cd9e659d8acf7baabl0cc753d733c", xlink:href ="m3/32-body-data/
32p-drug-prod/capsule-5mg/32p1-desc-comp/description-and-composition.pdf">
<title>Wonder drug capsule product information</title>
<fleaf>
</m3-2-p-drug-product>
<m3-2-p-drug-product product-name = “Wonder drug” dosageform="Tablet”
manufacturer="Company A”>
<leaf ID="a123457" operation = "new" xlink:type = "simple" checksum-type="md5”
_checksum ="7490d74c3d5e442adp7daa155253eb16" xlink-href ="0000/m3/32-body-data/
32p-drug-prod/tablet-5mg/32p1-desc-comp/ description-and-composition.pdf">
<tit1e>Wonder drug tablet product data</title>
</leaf>
</m3-2-p-drug- product>
</m3-2-body-of-data>

41 6-5: XML eCTD DTD EF 2 #R T S HEDF5/& o
MESEE, EESNEEREROTIC, /— FIE (node extensions) 175 Z &Ly
EROEELSIETES, /— FikiRE_(gode extensions) DERIFHRE S h 2\ /e B?J i
P EFLEREAORTS 2k, /— FE (node extensions) &£/ 3 2 BIICHURA A &
VA EBBINEV, HilcERT 5 BK/ — FZEiZ, FEHR<node-extension>%EH 7
3. <title>EROEIEER» RIS, EBSNEERORETHD LSV TOLIKET
‘AL, HziF, <m2-3rregional-information>E R IZTFLIE T X 5 A, <m2-3-quality-
overall-summary>iE BRICEZE SN E THOER TIREVO TR TE 2V,

UFRAHYB»DEF S BRERZERT 5D, BiFEE I <m2-3-rregional-
information>%¥EE LTS eCTD £ R ¥ Y ADHIT, UiEH45 %27 $, <node-extension>
LESET B title ERITILRONE LT LT B, UTORAOMRERIZ. / — FiEE A
5 Lird . <m2-3-rregional-information>ER D T D<leaf>ERTREETH L HTE S,

<m2-common-technical-document-summaries>
<m2-3-quality-overall-summary>
<m2-3-rregional-information>
<node-extension>
<title>gpecial-summary</title>
<leaf ID="a123456" operation = "new" xlink’type = "simple" xlinkhref =
"m2/23-qos/extra-quality-sum.pdf’ checksum-type="md5"
checksum="7490d74c3d5¢442ad57d2a155253eb16">
<title>Extra quality summary </title>
<fleaf>
</node-extension>
</m2-3-r-regional-information>
</m2-3-quality-overall-summary>
</m2-common-technical-document-summaries>

HAEXNE ) —FELTREShAETZ 7ANVEEFHTIICE. 2<RALERE, /— Fﬁgﬁ’%ﬂ
( <node-extension>lZ T B <title>ER HEHT) EAVWTERT 7 A VERHT S, ZHiC
T VBN BIITO 7 7 A VOBFEEEL. TORBEEHTE S,
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THRVWE LTV, THIRAVTIRHMETA F AR ELTY, TOHEE. XML
eCTD A Y REVRIT, MOEI ¥ a VORRLEFEFELL PDF 77/ VEEDDST L, £
@ PDF 7 7 A WX, #ixiE CTD XEOAR L, WENRE, BLIUOFTHAIFZRELE 1< .
— DI LAY, XMLeCTD £ ¥ X ¥ Y AD<title>ER T, INIROBHTHBZ L
EFRTCENTES,

BT B 2 TR T 5 = L R A VR Y Y ROPITH B,

<m2-common-technical-document-summaries>. -
<m2-5-clinical-overview xmllang = "en">
<leaf ID="a2123456” operation = "new" xlink:type = "simple" checksum type="md5" checksum =
"2854d3002c02a61fe5cbe926fd973401" xlink href = "m2/25-clin-over/clinical-overview.pdf"
application-version = "PDF1.4">
<title>Paper Submission </title>
</leaf>. :
</m2-5-clinical-overview>
</m2-common-technical-document-summaries> .
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£1é%8: XML eCTD DTD

<%xm] version="1.0" encoding="UTF-87?>

<!-- Changes prior to Version 1.00 captured in file
"Historical Changes.txt

ICH eCTD DTD

Version 1.0 - March 6, 2002

Version 3.0 - Sept 11, 2002

Version 3.0 - Oct 1, 2002
Version 3.0 - Oct 8, 2002
Version 3.1 - Nov 11, 2003
Version 3.2 - Nov 21, 2003

Changes in version 3.1

- ID was changed to REQUIRED in the following four locations:
<IENTITY % att " ID ID #REQUIRED
xmllang CDATA #IMPLIED">

<IELEMENT leaf (title, link-text?)>
<!ATTLIST leaf
ID ID #REQUIRED <attlist continues>

<!ELEMENT xref EMPTY>
<IATTLIST xref
ID ID#REQUIRED <attlist continues>

<IELEMENT node-extension (title, (leaf | node-extension)}+)>
<IATTLIST node-extension
ID ID #REQUIRED
xml:lang CDATA#IMPLIED>

Chénges in version 3.2 ‘
- Indication attribute was changed to REQUIRED in the i“ollowing two locations:
<IATTLIST m2-7-3-summary-of-clinical-efficacy
%att;
indication CDATA #REQUIRED

<IATTLIST m5-3-5- reports-of efﬁcacy and-safety-studies
%att;
indication CDATA #REQU'IRED

- Since ID is only needed for files referenced in a LEAF, changed ID back to IMPLIED for:
<IENTITY % att"ID ID #REQUIRED
xmllang CDATA #IMPLIED">

<IELEMENT node-extension (title, (leaf | node-extension)+)>
<IATTLIST node-extension

ID ID #REQUIRED

xmllang CDATA #IMPLIED>

End of changes
->
<IENTITY % att"ID ID #IMPLIED

xmllang CDATA #IMPLIED">
<l-- >
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<!-- Top-level element --> )
<I-- - 2 ->
<IELEMENT ectdiectd (ml-administrative-information-and-prescribing-information?, m2-common-
techpical-document:summaries?, m3-quality?, m4-nonclinical-study-reports?, =~ m5-clinical-study-
‘reports?)>
<IATTLIST ectd:ectd
xmlns'ectd CDATA #FIXED “http//www.ich.org/ectd”
smlnsixlink CDATA #FIXED “http://www.w3c.org/1999/xlink’
- xml:lang CDATA #IMPLIED
dtd-version CDATA #FIXED “3.2”

>

<l-- ->
<!-- Leaf content -->
<I-- == >
‘<IELEMENT leaf (title, link-text?)> '
<IATTLIST leaf .
ID ID #REQUIRED

application-version CDATA #IMPLIED-
version CDATA #IMPLIED
font-library CDATA #IMPLIED C '
operation (new | append | replace | delete) #REQUIRED
modified-file CDATA #IMPLIED
checksum CDATA #REQUIRED
checksum-type CDATA#REQUIRED
keywords CDATA #IMPLIED
xmlns:xlink CDATA #FIXED “http://www.w3c.org/ 1999/x1mk
xlink:type CDATA #FIXED “simple” .
xlink:role CDATA #IMPLIED
xlink:href CDATA #IMPLIED
glink:show (new | replace | embed | other | none) #IMPLIED
xlink:actuate (onLoad | onRequest | other | none) #IMPLIED
xmllang CDATA #IMPLIED

>

<IELEMENT title @PCDATA)>

<IATTLIST title .
ID ID #IMPLIED

>

<IELEMENT link-text PCDATA. | xref)*>

<IATTLIST link-text o
ID ID #IMPLIED . ’ ’ .

.A>

<IELEMENT xref EMPTY>
<‘ATTLIST xref
~ ID ID #REQUIRED -
xmlns:xlink CDATA #FIXED “http//www.w3c. org/ 1999/xhnk’
xlink:type CDATA #FIXED “simple”
slink:role CDATA #IMPLIED
xlink:title CDATA #REQUIRED
xlink:href CDATA #REQUIRED :
xlink:show (new | replace | embed | other | none) #IMPLIED
wlink:actuate (onLoad | onRequest | other | none) #IMPLIED
>
<IELEMENT node-extension (title, (leaf | node- extens1on)+)>
<IATTLIST node-extension
ID ID #IMPLIED
xmllang CDATA #IMPLIED
>
<l-- >
- <1-- CTD Backbone structures -->
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<l-- >
<IELEMENT m1-administrative-information-and-prescribing-information (leaf*)>
<IATTLIST m1-administrative-information-and-prescribing-information

%att;

>
<ELEMENT m2-common-technical-document-summaries (leaf*, m2-2-introduction?, m2-3-quality-
overall-summary?, m2-4-nonclinical-overview?, m2-5-clinical-overview?, m2-6-nonclinical-written-and-
tabulated-summaries?, m2-7-clinical-summary?)>
<IATTLIST m2-common-technical-document-summaries

%att; : .
S .
<IELEMENT m2-2-introduction ((leaf | node-extension)*)>
<IATTLIST m2-2-introduction '

%att;
S .
<ELEMENT m2-3-quality-overall-summary (leaf*, m2-3-introduction?, m2-3-s-drug-substance*, m2-3-
‘p-drug-product*, m2-3-a-appendices?, m2-3-rregional-information?)>
<IATTLIST m2-3-quality-overall-summary

%att;
> .
<IELEMENT m2-3-introduction ((leaf | node-extension)*)>
<IATTLIST m2-3-introduction

%atts
> v
<IELEMENT m2-3-s-drug-substance ((leaf | node-extension)*)>
<IATTLIST m2-3-s-drug-substance

%att; '

substance CDATA #REQUIRED

manufacturer CDATA#REQUIRED
>
<IELEMENT m2-3-p-drug-product ((leaf | node-extension)*)> '
<IATTLIST m2-3-p-drug-product )

%att;

product-name CDATA#IMPLIED !

dosageform CDATA #IMPLIED

manufacturer CDATA#IMPLIED
>
<IELEMENT m2-3-a-appendices ((leaf | node-extension)*)>
<IATTLIST m2-3-a-appendices

%att; '
>
<IELEMENT m2-3-rregional-information ((leaf | node-extension)*)>
<IATTLIST m2-3-r-regional-information

%att;
>
<IELEMENT m2-4-nonclinical-overview ((leaf | node-extension)*)>
<JATTLIST m2-4-nonclinical-overview

Y%att;
>
<IELEMENT m2-5-clinical-overview ((leaf | node-extension)*)>
<IATTLIST m2-5-clinical-overview

%att;
S .
<ELEMENT m2-6-nonclinical-written-and-tabulated-summaries (leaf*, m2-6-1-introduction?, m2-6-2-
pharmacology-written-summary?, m2-6-3-pharmacology-tabulated-summary?, m2-6-4-
pharmacokinetics-written-summary?, m2-6-5-pharmacokinetics-tabulated-summary?, m2-6-6-

toxicology-written-summary?, m2-6-7-toxicology-tabulated-summary?)>
<IATTLIST m2-6-nonclinical-written-and-tabulated-summaries
%att;
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>
<IELEMENT m2-6-1-introduction ((leaf | node-extension)*)> -
<IATTLIST m2-6-1-introduction
%att;
> ' .
<IELEMENT m2-6-2-pharmacology-written-summary ((leaf | node-extension)*)>
<IATTLIST m2-6-2-pharmacology-written-summary
%att;
>
<IELEMENT m2-6-3-pharmacology-tabulated-summary ((leaf | node-extension)*)>
<IATTLIST m2-6-3-pharmacology-tabulated-summary )
Y%atts
<IELEMENT m2-6-4-pharmacokinetics-written-summary ((leaf | node-extension)*)>
<IATTLIST m2-6-4-pharmacokinetics-written-summary
: %att;
<IELEMENT m2-6-5-pharmacokinetics-tabulated-summary ((leaf | node-extension)*)>
<IATTLIST m2-6- 5-pharmacokmetlcS'tabulated-summary :
%atts
> . .
<IELEMENT m2-6-6-toxicology-written-summary ((leaf | node-extension)*)>
<IATTLIST m2-6-6- toxicology- wrn;ten'summary :
%att;
> N .
<IELEMENT m2-6-7-toxicology-tabulated-summary ((leaf | node-extension)*)>
<!ATTLIST m2-6-7-to>dcology-tabulated-summafy
%att,
> . : : .
<IELEMENT = m2-7-clinical'summary  (leaf*, m2-7-1-summary-of-biopharmaceutic-studies-and-
associated-analytical-metliods?, m2-7-2-summary-of-clinical-pharmacology-studies?, m2-7-3-summary-
of-clinical-efficacy*,  m2-7-4-summary-of-clinical- safety" m2-7-5-literature-references?, m2-7-6-
synopses-of-individual- -studies?)> .
<IATTLIST m2-7- chmcal-summary
%att; .
>
<IELEMENT m2-7-1-summary-of-biopharmaceutic-studies- and'assoclated-analytlcal-methods (Qeaf |
node-extension)*)>
<IATTLIST m2-7-1-summary-of-biopharmaceutic- studles and—assocaated-analytlcal-methods
%att;
>
<‘ELEMENT m2-7- 2- summary of-clinical-pharmacology-studies ((leaf | node~extensmn)*)>
<!ATTLIST m2-7- 2-summary-of-clinical-pharmacology-studies
%atts;
> .
<JELEMENT m2-7-3-summary-of-clinical-efficacy ((leaf | node-extension)*)>
<IATTLIST m2-7 '3'summary-of-c]inical'efﬁcacy
%att;
indication CDATA #REQUIRED
>
<ELEMENT m2-7-4-summary-of-clinical-safety ((leaf | node-extension)*)>
<JATTLIST m2-7-4-summary-of-clinical-safety '
%att;
>
AELEMENT m2-7-5-literature-references ((leaf | node-extension)*)>
<IATTLIST m2-7-5-literature-references
%atts
>
<JELEMENT m2-7-6-synopses-of-individual-studies ((leaf | node-extension)*)>
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<IATTLIST m2-7-6-synopses-of-individual-studies
%att;
>
<IELEMENT m3-quality (leaf*, m3-2-body-of-data?, m3-8-literature-references?)>
<IATTLIST m3-quality
%att, )
>
<IELEMENT m3-2-body-of-data (leaf¥, m3-2-s-drug-substance*, m3-2-p-drug-product*, m3-2-a-
appendices?, m3-2-r-regional-information?)>
<IATTLIST m3-2-body-of-data
%att, .
>
<IELEMENT m3-2-s-drug-substance (leaf*, m3-2-s-1-general-information?, m3-2-s-2-manufacture?,
m3-2-s-3-characterisation?, m3-2-s-4-control-of-drug-substance?,  m3-2-s-5-reference-standards-or-
materials?, m3-2-s-6-container-closure-system?, m3-2-s-7-stability?)>
<IATTLIST m3-2-s-drug-substance
%att;
substance CDATA #REQUIRED
manufacturer CDATA#REQUIRED
>
<IELEMENT m3-2-s-1-general-information (leaf®, m3-2-s-1-1-nomenclature?, m3-2-s-1-2-structure?,
m3-2-s-1-3-general-properties?)>
<IATTLIST m3-2-s-1-general-information
%atts
>
<IELEMENT m3-2-s-1-1-nomenclature ((leaf | node-extension)*)>
<IATTLIST m3-2-s-1-1-nomenclature
%att;
> N
<IELEMENT m3-2-s-1-2-structure ((leaf | node-extension)*)>
<IATTLIST m3-2-s-1-2-structure
Y%att;
>
<IELEMENT m3-2-s-1-3-general-properties ((leaf | node-extension)*)>
<!ATTLIST m3-2-s-1-3-general-properties
%atts
> , :
<IELEMENT m3-2-s-2-manufacture (leaf*, .1m3-2-s-2-1-manufacturer?, m3-2-s-2-2-description-of-
manufacturing-process-and-process-controls?, m3-2-s-2-3-control-of-materials?, m3-2-s-2-4-controls-of
critical-steps-and-intermediates?, m3-2-s-2-5-process-validation-and-or-evaluation?, m3-2-s-2-6-
manufacturing-process-development?)> '
<IATTLIST m3-2-s-2-manufacture
%att;
<IELEMENT m3-2-s-2-1-manufacturer ((leaf | node-extension)*)>
<IATTLIST m3-2-s-2-1-manufacturer
%att;
>
<IELEMENT m3-2-5-2-2-description-of-manufacturing-process-and-process-controls (Qeaf | node-
extension)*)>
<IATTLIST m3-2-s-2-2-description-of-manufacturing-process-and-process-controls
%att;
N : .
<IELEMENT m3-2-s-2-3-control-of-materials ((leaf | node-extension)*)>
<IATTLIST m3-2-s-2-3-control-of-materials
%atts
>
<ELEMENT m3-2-s-2-4-controls-of-critical-steps-and-intermediates ((leaf | node-extension)*)>
<IATTLIST m3-2-s-2-4-controls-of-critical-steps-and-intermediates
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%att,
> : . )
<ELEMENT m3-2-s-2-5-process-validation-and-or-evaluation ({leaf | node-extension)*)>
<IATTLIST m3-2:s-2-5-process-validation-and-or-evaluation
%atts
> : . :
<IELEMENT m3-2-s-2-6-manufacturing-process-development ((leaf | node-extension)*)>
<ATTLIST m3-2-5-2-6-manufacturing-process-development
%att,
> : .
. <IELEMENT m3-2-s-3-characterisation (leaf*, m3-2-s-3-1-elucidation-of-structure-and-other-
characteristics?, m3-2-s-3-2-impurities?)> )
<IATTLIST m3-2-s-3-characterisation
%att,
> _ : .
<IELEMENT m3-2-s-3-1-elucidation-of-structure-and-other-characteristics ((leaf | node-extension)*)>
<IATTLIST m3-2-s-3-1-elucidation-of-structure-and-other-characteristics
%att;
> N
<IELEMENT m3-2-s-3-2-impurities ((leaf | node-extension)*)>
<IATTLIST m3-2-s-3-2-impurities
Y%att;
> , .
<'ELEMENT m3-2-s-4-control-of-drug-substance (leaf*, m3-2-s-4-1-specification?, m3-2-5-4-2-
analytical-procedures?, m3-2-s'4'3-vahdatmn-of-analytmal'procedures m3-2-s-4-4-batch-analyses?,
: m3-2-s-4-5-Just1ﬁcat1on-of specification?)> 4
<IATTLIST m3-2-s-4-control-of-drug-substance
Y%att;
> v :
<IELEMENT m3-2-s-4-1-specification ((leaf | node-extension)*)>
<IATTLIST m3'2-s-4'1'spec1ﬁcat1on
%att;
> B . '
<IELEMENT m3-2‘s-4-2-analytical-procedures (Qeaf | node-extension)*)>
<IATTLIST m3-2-s-4-2-analytlca1-procedures
%att:
> ) . . . .
<JELEMENT m3-2-s-4-3-validation-of-analytical-procedures ((leaf | node-extension)*)>"
<IATTLIST m3-2-s-4-3-validation-of- analytlcal procedures
%att:
>
<IELEMENT m3-2-s-4-4-batch-analyses ((leaf | node- exten51on)*)>
<IATTLIST m3-2-s-4-4-batch-analyses
- %att,
>
<ELEMENT m3-2-s-4-5-justification-of specification ((leaf I node-extensmn)*)>
<IATTLIST m3-2-s-4-5-justification-of-specification
%att; !
> : .
 <IELEMENT m3-2-s-5-reference-standards-or-materials ((leaf | node-extension)*)>
<IATTLIST m3-2-s-5- reference standards-or- matenals
%att;
>
JELEMENT m3-2-s-6-container-closure-system ((leaf | node-extension)*)>
<IATTLIST m3-2-s-6-container-closure-system
%att,
> .
<IELEMENT m3-2-s-7-stability (leaf*, m3-2-s-7-1-stability-summary-and-conclusions?, m3-2-s-7-2-post-
approval-stability-protocol-and'stability'commitment?, m3-2-s-7-3-stability-data?)>
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<IATTLIST m3-2-s-7-stability
%att;
>
<IELEMENT m3-2-s-7-1-stability-summary-and-conclusions ((leaf | node-extension)*)>
<IATTLIST m3-2-s-7-1-stability-summary-and-conclusions
%att;
>
<IELEMENT m3- 2 s-7-2-post- approval-stabmty protocol-and-stability-commitment ((leaf | mnode-
extension)*)>
<IATTLIST m3-2-s-7-2-post-approval-stability- protoco1-and-stab1hty~comm1tment
%att;
>
<IELEMENT m3-2-5-7-3-stability-data ((leaf | node-extension)*)>
<IATTLIST m3-2-s-7-3-stability-data
Y%att,
> .
<IELEMENT m3-2-p-drug-product (leaf*, m3-2-p-1-description-and-composition-of-the-drug-product?,
m3-2-p-2-pharmaceutical-development?, m3-2-p-3-manufacture?, m3-2-p-4-control-of-excipients*, m3-2-
p-5-control-of-drug-product?, m3-2-p-6- reference-standards- or-matenals?, m3-2-p-7-container-closure-
system?, m3-2-p-8-stability?)>. -
<IATTLIST m3-2-p-drug-product
%att;
product-name CDATA#IMPLIED
dosageform CDATA #IMPLIED
manufacturer CDATA #IMPLIED
>
<IELEMENT m3-2-p-1-description-and-composition-of-the-drug-product ((leaf | riode- extens1on)*)>
<IATTLIST m3-2-p-1-description-and-composition-of-the-drug-product
Y%att;
> o
<IELEMENT m3-2-p-2-pharmaceutical-development ((leaf | node-extension)*)>
<IATTLIST m3-2-p-2-pharmaceutical-development
%att; '
>
<IELEMENT m3-2-p-3-manufacture (leaf*, m3-2-p-3-1-manufacturers?, m3-2-p-3-2-batch-formula?,
m3-2-p-3-3-description-of-manufacturing-process-and-process-controls?, m3-2-p-3-4-controls-of- critical-
steps-and-intermediates?, m3-2-p-3-5-process- vahdatmn-and-or-evaluatmn”)>
<IATTLIST m3-2-p-3- manufacture
%att;
>
<IELEMENT m3-2-p-3-1-manufacturers ((leaf | node-extension)*)>
<IATTLIST m3-2-p-3-1-rhanufacturers
%att;
>
<IELEMENT m3-2-p-3-2-batch-formula ((leaf | node-extension)*)>
<IATTLIST m3-2-p-3-2-batch-formula
%atts
>
<IELEMENT m3-2-p-3-3-description-of-manufacturing-process-and-process-controls ((leaf | node-
extension)*)> '
<IATTLIST m3-2-p-3-3-description-of- manufacturing-process-and-process-controls
%att;
> .
<IELEMENT m3-2-p-3-4-controls-of-critical-steps-and-intermediates ((leaf | node-extension)*)>
<IATTLIST m3-2-p-3-4-controls-of-critical-steps-and-intermediates
%att;
>
<IELEMENT m3-2-p-3-5-process-validation-and-or-evaluation ((leaf | node-extension)*)>
<IATTLIST m3-2-p-3-5-process-validation-and-or-evaluation
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Yatt;
> .
<IELEMENT m3-2-p-4-control-of-excipients (leaf*, m3-2-p-4-1-specifications?, m3-2-p-4-2-analytical-
. procedures?, m3-2-p-4-3-validation-of-analytical-procedures?, m3-2-p-4-4-justification-of-specifications?,
m3-2-p-4-5-excipients-of-human-or-animal-origin?, m3-2-p-4-6-novel-excipients?)>
<IATTLIST m3-2-p-4-control-of-excipients
%att; . :
excipient CDATA #IMPLIED
>
<IELEMENT m3-2-p-4-1-specifications ((leaf | node-extension)*)>
<IATTLIST m3-2-p-4-1-specifications :
%atts
> ;
<IELEMENT m3-2-p-4-2-analytical-procedures ((leaf | node-extension)*)>
" <IATTLIST m3-2-p-4-2-analytical-procedures
%att; ' ’
> . } » -
<IELEMENT m3-2'p-4-3-validation"of-analytical-procedures ((leaf | node-extension)*)>
<IATTLIST m3-2-p-4-3-validation-of-analytical-procedures
%att;
> ' ’ .
<IELEMENT m3-2-p-4-4-justification-of-specifications ((leaf | node-extension)*)>
. <JATTLIST m3-2-p-4-4-justification-of-specifications - .
%att;
<IELEMENT m3-2-p-4-5-excipients-of-human-or-animal-origin ((leaf | node-extension)*)>
<IATTLIST m3-2-p-4-5-excipients-of-human-or-animal-origin .
%atts
> . : :
<IELEMENT m3-2-p-4-6-novel-excipients ((leaf | node-extension)*)>
<!ATTLIST m3-2-p-4-6-novel-excipients
%att;
S ' : , .
<IELEMENT m3-2-p-5-control-of-drug-product (leaf*, m3-2-p-5-1-specifications?, m3-2-p-5-2-analytical-
procedures?, m3:-2-p-5-3-validation-of-analytical-procedures?, m3-2-p-5-4-batch-analyses?, m3-2-p-5-5-
characterisation-of-impurities?, m3-2-p-5-6-justification-of-specifications?)> '
<IATTLIST m3-2-p-5-control-of-drug-product i
%att;
<IELEMENT m3-2-p-5-1-specifications ((leaf | node-extension)*)>-
<IATTLIST m3-2-p-5-1-specifications .
%atts
S ' , .
' <IELEMENT m3-2-p-5-2-analytical-procedures ((leaf | node-extension)*)>
<IATTLIST m3-2-p-5-2-analytical-procedures
: %att; ‘
>
<IELEMENT m8-2-p-5-3-validation-of-analytical-procedures ((leaf | node-extension)*)>
<IATTLIST m3-2-p-5-3-validation-of-analytical-procedures
%att . '
>
<IELEMENT m3-2-p-5-4-batch-analyses ((leaf | node-extension)*)>
<IATTLIST m3-2-p-5-4-batch-analyses
%att,
> . .
<ELEMENT m3-2-p-5-5-characterisation-of-impurities ((leaf | node-extension)*)>
<IATTLIST m3-2-p-5-5-characterisation-of-impurities
%att; .
>
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<IELEMENT m3-2-p-5-6-justification-of-specifications ((leaf | node-extension)*)>
<IATTLIST m3-2-p-5-6-justification-of-specifications
%att;
>
<IELEMENT m3-2-p-6-reference-standards-or-materials ((leaf | node-extension)*)>
<IATTLIST m3-2-p-6-reference-standards-or-materials
%att;
>
<IELEMENT m3-2-p-7-container-closure-system ((leaf | node-extension)*)>
<!ATTLIST m3-2-p-7-container-closure-system
%att;
>
<IELEMENT m3-2-p-8-stability (leaf, m3-2-p-8-1-stability-summary-and-conclusion?, m3-2-p-8-2-post-
approval-stability-protocol-and-stability-commitment?, m3-2-p-8-3-stability-data?)>
<IATTLIST m3-2-p-8-stability
%att;
> )
<IELEMENT m3-2-p-8-1-stability-summary-and-conclusion ((leaf | node-extension)*)>
<IATTLIST m3-2-p-8-1-stability-summary-and-conclusion
%att;
>
</ELEMENT m3-2-p-8-2-post-approval-stability-protocol-and-stability-commitment ((leaf | node-
extension)*)>
~ <IATTLIST m3-2-p-8-2-post-approval-stability-protocol-and-stability-commitment
%att;
> .
<IELEMENT m3-2-p-8-3-stability-data ((leaf | node-extension)*)>
<IATTLIST m3-2-p-8-3-stability-data
%att; '
> .
" <IELEMENT m3-2-a-appendices (leaf®, m3-2-a-1-facilities-and-equipment®, m3-2-a-2-adventitious-
agents-safety-evaluation®, m3-2-a-3-excipients?)> :
<!ATTLIST m3-2-a-appendices
Y%att;
> .
<IELEMENT m3-2-a-1-facilities-and-equipment ((leaf | node-extension)*)>
<IATTLIST m3'2-a-l-faci]ities-and'equipment )
- %att;
manufacturer CDATA #IMPLIED
substance CDATA#IMPLIED
dosageform CDATA #IMPLIED
product-name CDATA #IMPLIED
>
<IELEMENT m3-2-a-2-adventitious-agents-safety-evaluation ((leaf | node-extension)*)>
<IATTLIST m3-2-a-2-adventitious-agents-safety-evaluation
%att;-
manufacturer CDATA #IMPLIED
substance CDATA#IMPLIED
dosageform CDATA#IMPLIED
product-name CDATA #IMPLIED
>
<IELEMENT m3-2-a-3-excipients ((leaf | node-extension)*)>
<IATTLIST m3-2-a-3-excipients
Y%att;
>
<IELEMENT m3-2-r-regional-information ((leaf | node-extension)*)>
<!ATTLIST m3-2-rregional-information
%att;
>
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<'ELEMENT m3-3- hterature references ((leaf | node- extens1on)*)>
<IATTLIST m3-3-literature-references
%aﬁh‘
> .
<IELEMENT m4-nonclinical-study-reports (leaf*, m4-2-study-reports?, m4-3-literature-references?)>
<IATTLIST m4-nonclinical-study- reports
%att; . .
> .
<IELEMENT m4-2-study- reports (leaf*, m4-2-1- pharmacology? m4-2-2- pharmacokinetics?, m4-2-3-
toxicology?)>
<IATTLIST m4-2- study reports
%att;
>
<IELEMENT m4-2- l*pharmacology (leaf*, m4-2-1-1-primary-pharmacodynamics?, m4-2-1-2-secondary-
pharmacodynamices?, m4-2-1-3-safety- pharmacology'7 m4-2-1-4-pharmacodynanic- drug -interactions?)>
<!ATTLIST m4-2-1-pharmacology -
%att;
> .
<IELEMENT m4-2-1-1-primary-pharmacodynamics ((leaf | node-extension)*)>
<IATTLIST m4-2-1-1-primary-pharmacodynamics
- %att,
> .
<\ELEMENT m4-2-1-2-secondary-pharmacodynamics ((leaf | node-extens1on)*)>
<IATTLIST m4-2-1-2- secondary pharmacodynamics
%att,
>
<'ELEMENT m4-2-1-3-safety-pharmacology ((leaf | node-extension)*)>
<!ATTLIST m4-2-1-3-safety-pharmacology
%att;
>
<IELEMENT m4-2-1-4-pharmacodynamic-drug-interactions ((leaf | node- extensmn)*)>
<IATTLIST 14-2-1-4-pharmacodynamic- drug-mteractmns
%att;
> : )
<IELEMENT m4-2-2-pharmacokinetics (leaf*, m4-2-2-1-analytical-methods-and-validation-reports?,
" m4-2-2-2-absorption?, m4-2-2-3-distribution?, m4-2-2-4-metabolism?, m4-2-2-5-excretion?, md-2-2-6-
pharmacokinetic-drug-interactions?, m4-2-2-7- other—pharmacokmetlc-studles")>
"<IATTLIST m4-2- 2-pharmacokmet1cs
%att;
> .
<IELEMENT m4-2-2-1-analytical-methods-and-validation-reports ((leaf | node-extension)*)>
<IATTLIST m4-2-2-1-analytical-methods-and-validation-reports .
© %att,
> . .
<IELEMENT m4-2-2-2-gbsorption ((leaf | node-extension)*)>
<IATTLIST m4-2-2-2-absorption
Y%att,
S .
JELEMENT md-2-2-3-distribution ((leaf | node-extension)*)>
<IATTLIST m4-2-2-3-distribution
%att; '
>
<IELEMENT m4-2-2-4-metabolism ((leaf | node-extension)*)>
<IATTLIST m4-2-2-4-metabolism
%att;
- .
<IELEMENT m4-2-2-5-excretion ((leaf | node-extension)*)>
<IATTLIST m4-2-2-5-excretion
%att;
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>
<IELEMENT m4-2-2-6-pharmacokinetic-drug-interactions ((leaf | node-extension)*)>
<IATTLIST m4-2-2-6-pharmacokinetic-drug-interactions
%att;
S .
<IELEMENT m4-2-2-7-other-pharmacokinetic-studies ((leaf | node-extension)*)>
<IATTLIST m4-2-2-7-other-pharmacokinetic-studies
%att,
>
<IELEMENT m4-2-3-toxicology (leaf*, m4-2-3-1-single-dose-toxicity?, m4-2-3-2-repeat-dose-toxicity?,
m4-2-3-3-genotoxicity?, m4-2-3-4-carcinogenicity?, m4-2-3-5-reproductive-and-developmental-toxicity?,
m4-2-3-6-local-tolerance?, m4-2-3-T-other-toxicity-studies?)>
<IATTLIST m4-2-3-toxicology !
%att;
>
<IELEMENT m4-2-3-1-single-dose-toxicity ((leaf | node-extension)*)>
<IATTLIST m4-2-3-1-single-dose-toxicity
%att; . “
> .
<IELEMENT m4-2-3-2-repeat-dose-toxicity ((leaf | node-extension)*)>
<IATTLIST m4-2-3-2-repeat-dose-toxicity
%att;
>
<IELEMENT m4-2-3-3-genotoxicity (leaf*, m4-2-3-8-1-in-vitro?, m4-2-3-3-2-in-vivo?)>
<IATTLIST m4-2-3-3-genotoxicity
Yeatt; :
o .
<IELEMENT m4-2-3-3-1-in-vitro ((leaf | node-extension)*)>
<IATTLIST m4-2-3-3-1-in-vitro
%att;
> ' .
<IELEMENT m4-2-3-3-2-in-vivo ((leaf | node-extension)*)>
<IATTLIST m4-2-3-3-2-in-vivo
%att;
>
<IELEMENT md-2-3-4-carcinogenicity (leaf*, m4-2-3-4-1-long-term-studies?, m4-2-3-4-2-short-or -
medium-term-studies?, m4-2-3-4-3-other-studies?)>
<!ATTLIST m4-2-3-4-carcinogenicity
%atts
>
<IELEMENT m4-2-3-4-1-long-term-studies ((leaf | node-extension)*)>
<IATTLIST m4-2-3-4-1-long-term-studies
Y%atts
S .
<IELEMENT m4-2-3-4-2-short-or-medium-term-studies ((leaf | node-extension)*)>
<IATTLIST m4-2-3-4-2-short-or-medium-term-studies :
%att;
>
<IELEMENT m4-2-3-4-3-other-studies ((leaf | node-extension)*)>
<IATTLIST m4-2-3-4-3-other-studies
%att:
> : :
<IELEMENT m4-2-3-5-reproductive-and-developmental-toxicity (leaf*, m4-2-3-5-1-fertility-and-early-
embryonic-development?, m4-2-3-5-2-embryo-fetal-development?, m4-2-3-5-3-prenatal-and-postnatal-
development-including-maternal-function?, m4-2-3-5-4-studies-in-which-the-offspring-juvenile-animals-
are-dosed-and-or-further-evaluated?)>
<IATTLIST m4-2-3-5-reproductive-and-developmental-toxicity
%att;
>
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<|IELEMENT m4-2-3-5- 1-fert1hty-and early-embryonic-development ((leaf | node extens1on)*)>
<IATTLIST m4-2-3-5-1-fertility-and-early-embryonic-development
%att; )
> .
<IELEMENT m4-2-3-5-2-embryo-fetal-development ((leaf | node-extension)*)>
<IATTLIST m4-2-3-5-2-embryo-fetal-development
%att;
>
<IELEMENT m4-2-3-5-3-prenatal-and-postnatal- development‘mclud.mg maternal-function ((leaf |
node-extension)*)>
<IATTLIST m4-2-3-5-3-prenatal-and-postnatal-development-including-maternal-function
%att;
> o -
<IELEMENT m4-2-3-5-4-studies'J'.u-which-the-offspring-juvenﬂe-animals*are-dosed-and-or-further-
evaluated ((Jeaf | node-extension)*)>
<IATTLIST m4-2-3-5-4-stud1es~m-wh1ch-the offspring-juvenile-animals-are-dosed- and or-further-
evaluated
_ %att;
>
<IELEMENT m4-2-3-6-local-tolerance ((Qeaf | node-extension)*)>
<IATTLIST m4-2-3- 6 local-tolerance
%att;
> ) .- '
<IELEMENT m4-2-3-T-other-toxicity-studies (leaf*,  m4-2-3-7-1-antigenicity?, m4-2-3-7-2-
immunotoxi¢ity?, m4-2-3-7-3-mechanistic-studies?, m4-2-3-7-4-dependence?, m4-2-3-7 '5'metabol1tes'7
m4-2-3-7-6-impurities?, m4-2-3-7-7-other?)>
<IATTLIST m4-2-3- 7 other-tomcﬁ:y-studzles
%att;
- .
<IELEMENT md4-2-3-7-1-antigenicity (leaf | node-extension)*)>
<IATTLIST m4-2-3-7-1-antigenicity
Yatt:
<IELEMENT m4-2-3-7-2-immunotoxicity ((leaf | node-extension)*)>
<IATTLIST m4-2-3-7-2—:mmunotox1c1ty :
%att;
>
<IELEMENT m4-2-3-7-3-mechanistic-studies ((leaf | node-extens1on)*)>
<IATTLIST m4-2-3-’7-3-mechamst1c studies
%att;
o )
<IELEMENT m4-2-3-7-4-dependence ((leaf | node- extens1on)*)>
<!ATTLIST m4'2-3-7-4-dependence
%att;
>
<IELEMENT m4-2-3-7-5-metabolites ((leaf | node extens1on)*)> )
. <IATTLIST m4-2-3-7-5-metabolites
%att;
S .
<IELEMENT 14-2-3-7-6-impurities ((leaf | node-extension)*)>
<IATTLIST m4’2-3-7'6-1mpur1t1es
Yoatt;
S .
<IELEMENT m4-2-3-7-7-other ((leaf | node-extension)*)>
<IATTLIST m4-2-3-7-7-other
%att;
S
<'ELEMENT m4-3-literature-references ((leaf | node-extension)*)>
<IATTLIST m4-3-literature-references '
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%att,
>
<IELEMENT mb5-clinical-study-reports (leaf*, mb5-2-tabular-listing-of-all-clinical-studies?, m5-3-
clinical-study-reports?, m5-4-literature-references?)> ’
<IATTLIST m5-clinical-study-reports
Y%att;
>
<IELEMENT m5-2-tabular-listing-of-all-clinical-studies ((leaf | node-extension)*)>
<IATTLIST m5-2-tabular-listing-of-all-clinical-studies

%att;
> N .
<IELEMENT m5-3-clinical-study-reports (leaf*, m5-3-1-reports-of-biopharmaceutic-studies?, m5-3-2-
reports-of-studies-pertinent-to-pharmacokinetics-using-human-biomaterials?, mb5-3-3-reports-of-

human-pharmacokinetics-pk-studies?, m5-3-4-reports-of-human-pharmacodynamics-pd-studies?, m5-3-
5-reports-of-efficacy-and-safety-studies*, mb5-3-6-reports-of-postmarketing-experience?, m5-3-7-case-
report-forms-and-individual-patient-listings?)>

<!ATTLIST m5-3-clinical-study-reports

%att;
> B
<IELEMENT m5-3-1-reports-of-biopharmaceutic-studies (leaf*, m5-3-1-1-bioavailability-study-reports?,
mb5-3-1-2-comparative-ba-and-bioequivalence-study-reports?, m5-3-1-3-in-vitro-in-vivo-correlation-

study-reports?, m5-3-1-4-reports-of-bioanalytical-and-analytical-methods-for-human-studies?>
<IATTLIST m5-3-1-reports-of-biopharmaceutic-studies

%att; ’
> ’ .
<IELEMENT m5-3-1-1-bioavailability-study-reports ((leaf | node-extension)*)>
<IATTLIST m5-3-1-1-bioavailability-study-reports '

%att; .
> : v
<IELEMENT m5-3-1-2-comparative-ba-and-bioequivalence-study-reports ((leaf | node-extension)*)>
<IATTLIST m5-3-1-2-comparative-ba-and-bioequivalence-study-reports

%att;
>
<IELEMENT m5-3-1-3-in-vitro-in-vivo-correlation-study-reports ((leaf | node-extension)*)>
<IATTLIST m5-3-1-3-in-vitro-in-vivo-correlation-study-reports

%att;
> .
<JELEMENT mb5-3-1-4-reports-of-bioanalytical-and-analytical-methods-for-human-studies ((leaf |
node-extension)*)> : ‘
<IATTLIST m5-3-1-4-reports-of-bioanalytical-and-analytical-methods-for-human-studies

Y%att; ’
>
<IELEMENT m5-3-2-reports-of studies-pertinent-to-pharmacokinetics-using-human-biomaterials (eaf*,
m5-3-2-1-plasma-protein-binding-study-reports?, m5-3-2-2-reports-of-hepatic-metabolism-and-drug-
interaction-studies?, m5-3-2-3-reports-of-studies-using-other-human-biomaterials?)>
<IATTLIST m5-3-2-reports-of-studies-pertinent-to-pharmacokinetics-using-human-biomaterials

%att; : '
S ‘ .
<JELEMENT m5-3-2-1-plasma-protein-binding-study-reports ((leaf | node-extension)*)>
<IATTLIST m5-3-2-1-plasma-protein-binding-study-reports

%att;
>
<IELEMENT m5-3-2-2-reports-of-hepatic-metabolism-and-drug-interaction-studies ((leaf | node-
extension)*)>
<IATTLIST mb5-3-2-2-reports-of-hepatic-metabolism-and-drug-interaction-studies

- Y%att;

> .
<IELEMENT m5-3-2-3-reports-of-studies-using-other-human-biomaterials ((leaf | node-extension)*)>
<IATTLIST m5-3-2-3-reports-of-studies-using-other-human-biomaterials
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%att,
S .
<IELEMENT m5-8-8-reports-of-human-pharmacokinetics-pk-studies (leaf*, m5-3-3-1-healthy-subject-
pk-and-initial-tolerability-study-reports?,  mb5-8-3-2-patient-pk-and-initial-tolerability-study-reports?,
mb5-3-3-3-intrinsic-factor-pk-study-reports?, m5'3'3'4'extri.nsic'factor-pk-study'reports?; mb5-3-3-5-
population-pk-study-reports?)>
<!ATTLIST m5-3-3-reports-of-human-pharmacokinetics-pk-studies

%att,
> . . : -
<IELEMENT  m5-3-3-1-healthy-subject-pk-and-initial-tolerability-study-reports ((leaf | node-
extension)*)>
<IATTLIST m5-3-3-1-healthy-subject-pk- -and-initial- tolerabﬂlty-study-reports

%att;
>

<IELEMENT m5-3-3-2-patient-pk-and-initial-tolerability-study-reports ((leaf | node-extension)*)>
<'ATTLIST mb-3-3-2-patient-pk-and- m1t1al tolerability-study-reports .
Y%att;
- . \ .
<IELEMENT m5-3-3-3-intrinsic-factor-pk-study-reports ((leaf | node-extension)*)>
<IATTLIST m5-3-3-3-intrinsic-factor-pk-study-reports g
%att;
>
<IELEMENT m5-3-3-4-extrinsic-factor-pk-study-reports ((leaf | node-extension)*)>
<IATTLIST m5-3-3- 4'extr1n51c factor-pk-study-reports .
%att;
> o : : :
<IELEMENT m5-3-3-5-population-pk-study-reports ((leaf | node-extension)*)>
<IATTLIST mb5-3-3- 5-popu1at10n-pk study-reports
%att;
> o . :
<IELEMENT m5-3-4-reports-of-human-pharmacodynamics-pd-studies (leaf*, m5-3-4-1-healthy-subject-
pd-and-pk-pd-study-reports?, m5-3-4-2-patient-pd-and-pk-pd-study-reports?)>
<IATTLIST m5-3-4-reports-of-human-pharmacodynamics-pd-studies . ,
%att;
>
<IELEMENT m5-3-4-1-healthy-subject-pd-and-pk-pd-study-reports ((leaf | node-extension)*)>
<IATTLIST m5-3-4-1-healthy-subject-pd-and-pk-pd-study-reports
%att;
> ‘ , . : .
<IELEMENT m5-3-4-2-patient-pd-and-pk-pd-study-reports ((leaf | node-extension)*)>
<IATTLIST mb5-3-4-2-patient-pd-and-pk-pd-study-reports
Y%att,
>
<IELEMENT m5-3-5-reports-of-efficacy-and-safety-studies (leaf*, m5-3-5-1-study-reports-of-controlled-
clinical-studies-pertinent-to-the-claimed-indication?, = m5-3-5-2-study-reports-of-uncontrolled-clinical-
studies?, m5-3-5-3-reports-of-analyses-of-data-from-more-than-one-study?, mb5-3-5-4-other-study-
reports?)> : .
<IATTLIST mb-3-6-reports-of-efficacy-and-safety-studies
%att;
indication CDATA#REQUIRED
>
<IELEMENT ° m5-3-5-1-study-reports-of-controlled-clinical-studies-pertinent-to-the- clalmed'mdlcatlon
((eaf | node-extension)*)>
<IATTLIST m5-3-5-1-study-reports-of-controlled-clinical- studleS'pertment'to-the claimed-indication
Y%att;
> .
<!IELEMENT m5-3-5-2-study-reports-of-uncontrolled-clim'cal-studies ((leaf | node-extension)*)>
<IATTLIST m5-3-5-2-study-reports-of-uncontrolled-clinical-studies
Y%att;
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>

<IELEMENT  mb5-3-5-8-reports-of-analyseés-of-data-from-more-than-one-study  ((leaf | node-
extension)*)> ,
<IATTLIST m5-3-5-3-reports-of-analyses-of-data-from-more-than-one-study
Y%att;
>

<!IELEMENT m5-3-5-4-other-study-reports ((leaf | node-extension)*)>
<!ATTLIST m5-3-5-4-other-study-reports
%att;
>
<!ELEMENT m5-3-6-reports-of-postmarketing-experience ((leaf | node-extension)*)>
<IATTLIST mb5-3-6-reports-of-postmarketing-experience
%att;
- .
<IELEMENT m5-3-7-case-report-forms-and-individual-patient-listings ((leaf | node-extension)*)>
<!ATTLIST m5-3-7-case-report-forms-and-individual-patient-listings
%att;
>
<IELEMENT m5-4-literature-references ((leaf | node-extension)*)>
<IATTLIST mb-4-literature-references
%att;
>
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