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(R 3)

XML CEOHEER (A¥—<) 12251 T

<{?xml version="1.0" encoding="utf-8"?7>
<{xsd:schema xmlns:xsd="http://www. w3. org/2001/XMLSchema”>
A= JRAETEE WREOEBEFERICEEAT 2EF 7 7 A /W T 5 XML SchemalZ & 2 XMLICEMSEE#

AF24E9 H 1 A LRI D IEBE B EIZ OV T, U FOXML SchemalZ 3 X ER 4% Z &,
B, AMAHFEIA 1 HETORIFMERTOFNZ LV JEITFHTELL X,

BHORES : 3.0.0

FATHEAR - S24E8H31H

FATH - AT IR - ATERTAE R EIRA A B
ZE T EIE

ZXMUHANZ XD b DIZEFE LT,

2.00  WEk2048H 150 - fEROSGMLIEANC L 53
31H - SAICEEERIEICE S R HE B OZTIZR G,

3.0.00 Sf24-8H

<{xsd:element name="CLINTRIALPLANNOTE”>
A— BBROFEHEORH —>
<{xsd:complexType>
{xsd:sequence>
<{xsd:element name="VARIABLELABEL” type="xsd:string”/>
<{xsd:element name="INFOFORMVERSION” type="ATTR_UPDATE_TYPE”/>
A= LD A= 3 UIEHR —
<{xsd:element name="COMMONINFOCLINTRIALPLANNOTE” type="COMMONINFOCLINTRIALPLANNOTE_TYPE”/>
= 1B HkEEE
<{xsd:element name="INFONOTE” type="INFONOTE_TYPE”/>
A FE- 2 HBHRIEAT 2R HEE —
<{xsd:element name="INFOCOMBINATION” type="INFOCOMBINATION_TYPE” minOccurs="0" maxOccurs="1"/>
== JRBRAE SR, VRBRGE RS Y . TRBREE A A Y (- 2B A RS, ) OFEHR —>
<{xsd:element name="INFOMEDICALINSTITUT” type="INFOMEDICALINSTITUT_TYPE” minOccurs="0" maxOccurs="1"/>
= FEhaERER TG w —>
<{xsd:element name="INFOREFCLINTRIALPLANNOTER” type="INFOREFCLINTRIALPLANNOTER_TYPE” minOccurs="0" maxOccurs="1"/>
A— ZRT 2IRBmHEHR —
<{/xsd:sequence>
</xsd:complexType>
{/xsd:element>
= B HE R —>
<{xsd:complexType name="COMMONINFOCLINTRIALPLANNOTE_TYPE”>
{xsd:sequence>
<{xsd:element name="VARIABLELABEL” type="xsd:string”/>
{xsd:element name="TESTSUBSTANCEIDCODE” type="ATTR_UPDATE_TYPE”/>
A FE- 2PHREOBRE ST —>
{xsd:element name="TYPECLINTRIALS” type="ATTR_UPDATE_TYPE”/>
A— RBROFEE —



<{xsd:

-

<{xsd:

I=

<{xsd:

-

<{xsd:

I=

<{xsd:

I
{/xsd:se
{/xsd:comple

element name="RECEPTNUMINITNOTE” type="ATTR_UPDATE_TYPE”/>

F HHREOYER HZ RS >

element name="INITNOTEDATE” type="ATTR_UPDATE_TYPE”/>

Tl sBEoYEEEFEA H —>

element name="SERTIALNOTENUM” type="ATTR_UPDATE_TYPE” minOccurs="0" maxOccurs="1"/>

F7- DO R HEE >

element name="RECEPTNUMCLINTRIALPLANNOTE” type="ATTR_UPDATE_TYPE” minOccurs="0" maxOccurs="1"/>
LEIRERGT R N2 A& >

element name="CLINTRIALPLANNOTEDATE” type="ATTR_UPDATE_TYPE” minOccurs="0" maxOccurs="1"/>
LGB ER M B >

quence>

xType>

A== T PSRBT D mHFH ——

<{xsd:complex
{xsd:seq
<{xsd

<{xsd

A=

<{xsd

A=

<{xsd

A=

<{xsd:

I=

<{xsd:

I=

<{xsd:

-

<{xsd:

-

<{xsd:

I=

<{xsd:

I=

<{xsd:

-

<{xsd:

I

<{xsd:

Type name="INFONOTE_TYPE”>
uence>
telement name="VARIABLELABEL” type="xsd:string”/>
telement name="NOTEDATE” type="ATTR_UPDATE_TYPE”/>
mHEA R —>
telement name="CLASSNOTE” type="ATTR_UPDATE_TYPE”/>
JHsE >
telement name="TIMESCHANGE” type="ATTR_UPDATE_TYPE” minOccurs="0" maxOccurs="1"/>
A —>
element name="CATEGORYNOTE” type="ATTR_UPDATE_TYPE”/>
JEHX S ——>
element name="CATEGTESTPRODUCTSUBJ30DAYREVIEW” type="ATTR_UPDATE_NOVALUE_TYPE” minOccurs="0" maxOccurs="1"/>
F72 D HEREL D30 A FHA G R EE X 5y —>
element name="INFOPREMATURETERMINATION” type="INFOPREMATURETERMINATION_TYPE”/>
bt >
element name="INFONAMEADDRESSMANUFACTPLANT” type="INFONAMEADDRESSMANUFACTPLANT TYPE” minOccurs="0" maxOccurs="1"/>
F 72 DR OBIERT TR (RBREIRILE) OAMKOEIE# —>
element name="INFOINGREDIENTQUANTITY” type="INFOINGREDIENTQUANTITY_TYPE” minOccurs="0" maxOccurs="1"/>
F7 HDHRIEDO Ry e Oy TG ——>
element name="MANUFACTMETHOD” type="ATTR_UPDATE_TYPE” minOccurs="0" maxOccurs="1"/>
T DO RIE 1 —>
element name="INFOINTENDINDICATIONSEFFECTS” type="INFOINTENDINDICATIONSEFFECTS_TYPE” minOccurs="0" maxOccurs="1"/>
7 DWHRIED TE SN D RhEE I REH —>
element name="INFOINTENDDOSAGEADMIN” type="INFOINTENDDOSAGEADMIN_TYPE” minOccurs="0" maxOccurs="1"/>
FHWHRIEO TE S D ELROCHERERHR —
element name="SUMMARYPROTOCOL” minOccurs="0" maxOccurs="1">
= RERFE O —>
<{xsd:complexType>
<{xsd:sequence>
{xsd:element name="VARIABLELABEL” type="xsd:string”/>
<{xsd:element name="PROTOCOLNUM” type="ATTR_UPDATE_TYPE”/>
- FEfFtmERIG S —>
<{xsd:element name="PHASECLINTRIAL” type="ATTR_UPDATE_TYPE”/>
A= BAFEDI —>
<{xsd:element name="TYPECLINTRIAL” type="ATTR_UPDATE_TYPE"/>
A— RBROFIE —>
<{xsd:element name="TRIALOBJECTIVES” type="ATTR_UPDATE TYPE”/>



Ad— BBy —>
<{xsd:element name="INFOPLANNUMSUBJ” type="INFOPLANNUMSUB]J_TYPE”/>
A— FTEHERELER —
<{xsd:element name="TARGETDISEASE” type="ATTR_UPDATE_TYPE”/>
A T DHBIROS IR —>
<{xsd:element name="INFODOSAGEADMIN” type="INFODOSAGEADMIN_TYPE”/>
A F2EFREOEROCHEN®R —
<{xsd:element name="WHOLEDURATIONCLINTRIAL” type="WHOLEDURATIONCLINTRIAL_TYPE”/>
= SR ——>
<{xsd:element name="REASONONEROUS” type="ATTR_UPDATE_TYPE”/>
— HEOMERE —>
<{xsd:element name="CHARGEOUTPERSONCLINTRIAL” type="CHARGEOUTPERSONCLINTRIAL_TYPE”/>
A— BB OE FAAEFICHET L ER —
<{xsd:element name="INFOCOORDINVESTIGATOR” type="INFOCOORDINVESTIGATOR_TYPE”/>
A 1RBRFRE EA SO TR L B SR EAMICBE T 26 ®) —
<{xsd:element name="INFOCRO” type="INFOCRO_TYPE”/>
A= RO () KOVEBICET 2 X508 L4 %5t T 287 AREHEZIEHE (CRO) ) OR4A, FHIAKOEET 2 EBOHMA —>
{/xsd:sequence>
</xsd:complexType>
<{/xsd:element>
<{xsd:element name="INFOOTHERS_PRIMARY” minOccurs="0" maxOccurs="1">
A— FE2HREOZOMOFEHR —>
<{xsd:complexType>
<{xsd:sequence>
{xsd:element name="VARIABLELABEL” type="xsd:string”/>
<{xsd:element name="INFOCLINTRIALWITHDRUGCARTAGENA” type="INFOCLINTRIALWITHDRUGCARTAGENA_TYPE”/>
A= AN B ATFEONG L7 D5 E VDR —>
<{xsd:element name="INFOCLINTRIALWITHBIOLOGICALPROD” type="INFOCLINTRIALWITHBIOLOGICALPROD_TYPE”/>
A AYmRRICREN RIAEN 23 M A2 VW 21pR —>
<{xsd:element name="INFORESEARCHFORCODX” type="INFORESEARCHFORCODX_TYPE”/>
A= 3T D a =4 BRSO —>
<{xsd:element name="INFOCLINTRIALFORCOMBINATIONPROD” type="INFOCLINTRIALFORCOMBINATIONPROD_TYPE”/>
A= arvexr—va VRGBT 51ER —
<{xsd:element name="OTHERCOMMENTS_PRIMARY” type="ATTR_UPDATE_TYPE” minOccurs="0" maxOccurs="1"/>
A== Zof —>
{/xsd:sequence>
</xsd:complexType>
<{/xsd:element>
<{xsd:element name="INFOOTHERS_PROTOCOL” minOccurs="0" maxOccurs="1">
A= RIS 5 oMo HR —>
<{xsd:complexType>
<{xsd:sequence>
{xsd:element name="VARIABLELABEL” type="xsd:string”/>
<{xsd:element name="INFOEXPANDEDACCESSPROG” type="INFOEXPANDEDACCESSPROG_TYPE”/>
N— FRRFRBROALESHT —>
<{xsd:element name="INFOGLOBALCLINTRIAL” type="INFOGLOBALCLINTRIAL_TYPE”/>
- EREIERRR —
<{xsd:element name="INFOCLINTRIALINCLUDINGGENETEST” type="INFOCLINTRIALINCLUDINGGENETEST TYPE”/>
A— 7 LIREEEGZLRR —>
<{xsd:element name="INFOPRODUSINGMDCLINTRIAL” type="INFOPRODUSINGMDCLINTRIAL_TYPE”/>



A— <A 7 8 F—XERABRZFH LR HE —>
<{xsd:element name="INFOCOMBEQUIPMENT” type="INFOCOMBEQUIPMENT_TYPE”/>
== MR I BT 21RO D Bk RS ofid —>
<{xsd:element name="OTHERCOMMENTS_PROTOCOL” type="ATTR_UPDATE_TYPE” minOccurs="0" maxOccurs="1"/>
== Zofh —>
{/xsd:sequence>
</xsd:complexType>
{/xsd:element>
{xsd:element name="REMARKS” type="REMARKS_TYPE”/>
A= % —>
{xsd:element name="DOCATTACHEDNOTE” type="DOCATTACHEDNOTE_TYPE”/>
A JREIRMER —>
<{xsd:element name="INFOPERSONFILLNOTE” type="INFOPERSONFILLNOTE_TYPE”/>
A= 1BBRRIHE BT D ®) —>
<{xsd:element name="INFOFOREIGNMANUFACTURER” type="INFOFOREIGNMANUFACTURER_TYPE” minOccurs="0" maxOccurs="1"/>
= WpAMEIEE . SNERGEER BT AR —
{/xsd:sequence>
<{/xsd:complexType>
== JRBRAE SR, JRBRAE FREESFE Y . TRBREE A LAY (- 2B A TR, ) OFEHR —
<xsd:complexType name="INFOCOMBINATION_TYPE”>
{xsd:sequence>
<{xsd:element name="VARIABLELABEL” type="xsd:string”/>
<{xsd:sequence minOccurs="0" maxOccurs="unbounded”>
<{xsd:element name="SERIALNO1” type="ATTR_ADD_TYPE”/>
A— EFE S —>
<{xsd:element name="COMB_PRODUCTCATEGORY” type="ATTR_UPDATE_TYPE”/>
= EIEGEEE B AEERER L OB —>
<{xsd:element name="INFOCOMBINATIONID”>
= JRBRME SR, JRBROE ARSI Y . TRRREE AR Y O S - AT —>
<{xsd:complexType>
{xsd:sequence>
<{xsd:element name="VARIABLELABEL” type="xsd:string”/>
<{xsd:element name="COMBINATION_ID” type="ATTR_UPDATE_TYPE”/>
A— 75 - 4% —
<{xsd:element name="TYPECOMBINATION_ID” type="ATTR_UPDATE_TYPE”/>
A— 75 - AMEOHE —
<{xsd:element name="DETAIL” type="ATTR_UPDATE_TYPE” minOccurs="0" maxOccurs="1"/>
A— ZOMOLGE OFER —>
{/xsd:sequence>
{/xsd:complexType>
{/xsd:element>
<{xsd:element name="INFOCOMBINATIONCATEGORY”>
= IRBREEFZE, TRRREE MRS Y . TR R A Y X R —>
<{xsd:complexType>
{xsd:sequence>
<{xsd:element name="VARIABLELABEL” type="xsd:string”/>
{xsd:element name="COMBINATIONCATEGORY” type="ATTR_UPDATE_TYPE”/>
= BEERIK et IR OFIE L R ¥ o —3E 7 oKl >
<{xsd:element name="0THERCOMBINATIONCATEGORY” type="ATTR_UPDATE_TYPE” minOccurs="0" maxOccurs="1"/>
A— ZOMOEGEOIRRERAIE, 1R AESRHEY ., R ARAEL O —>



{/xsd:sequence>
{/xsd:complexType>
{/xsd:element>
<{xsd:element name="COMB_APPLICATIONSTATUS” type="ATTR_UPDATE_TYPE”/>
A== ENIZBT 2RI —>
<{xsd:element name="COMB_INFONOTE”>
= JRBRE SR, TRBROE FREESFE Y . TRBREE AR AY (- 2B A TR<, ) OB|HEFEE —>
<{xsd:complexType>
{xsd:sequence>
{xsd:element name="VARIABLELABEL” type="xsd:string”/>
<{xsd:element name="COMB_CATEGTESTPRODUCTSUBJ30DAYREVIEW” type="ATTR_UPDATE_NOVALUE_TYPE” minOccurs="0" maxOccurs="1"/>
<== 30 H FHATR IR X 4y —>
{xsd:element name="COMB_INFONAMEADDRESSMANUFACTPLANT” type="COMB_INFONAMEADDRESSMANUFACTPLANT _TYPE” minOccurs="0" maxOccurs="1"/>
N BOEFT U E N QGBREERME) OLAFRK O —>
<{xsd:element name="COMB_INFOINGREDIENTQUANTITY” type="COMB_INFOINGREDIENTQUANTITY_TYPE” minOccurs="0" maxOccurs="1"/>
== Jy Oy Bl —>
{xsd:element name="COMB_MANUFACTMETHOD” type="ATTR_UPDATE_TYPE” minOccurs="0" maxOccurs="1"/>
A-— BLEHE >
{xsd:element name="COMB_INFOINTENDINDICATIONSEFFECTS” type="COMB_INFOINTENDINDICATIONSEFFECTS_TYPE” minOccurs="0" maxOccurs="1"/>
A== FE SN DREEIIBREH —>
<{xsd:element name="COMB_INFOINTENDDOSAGEADMIN” type="COMB_INFOINTENDDOSAGEADMIN_TYPE” minOccurs="0" maxOccurs="1"/>
A— FEINDBIELOHEFH —>
{xsd:element name="COMB_SUMMARYPROTOCOL” minOccurs="0" maxOccurs="1">
= RERGHE OB —>
<{xsd:complexType>
{xsd:sequence>
<{xsd:element name="VARIABLELABEL” type="xsd:string”/>
<{xsd:element name="COMB_TARGETDISEASE” type="ATTR_UPDATE_TYPE”/>
A== S gl —>
<{xsd:element name="COMB_INFODOSAGEADMIN” type="COMB_INFODOSAGEADMIN_TYPE”/>
A— HEEOHEE®R —>
<{/xsd:sequence>
</xsd:complexType>
{/xsd:element>
{xsd:element name="COMB_OTHERCOMMENTS” minOccurs="0" maxOccurs="1">
N— ZOMhotE®H —>
<{xsd:complexType>
{xsd:sequence>
<{xsd:element name="VARIABLELABEL” type="xsd:string”/>
<{xsd:element name="COMB_INFOCLINTRIALWITHDRUGCARTAGENA” type="INFOCLINTRIALWITHDRUGCARTAGENA_TYPE”/>
= INEATIEOXGR L T2 3% O HIER —
<{xsd:element name="COMB_INFOCLINTRIALWITHBIOLOGICALPROD” type="INFOCLINTRIALWITHBIOLOGICALPROD_TYPE”/>
A— AYh RSB EN RIAEN DM E AN H1ER —
<{xsd:element name="COMB_INFORESEARCHFORCODX” type="INFORESEARCHFORCODX_TYPE”/>
A== 3T D ar =4 U BEIREDOHTE ——>
<{xsd:element name="COMB_INFOCLINTRIALFORCOMBINATIONPROD” type="INFOCLINTRIALFORCOMBINATIONPROD_TYPE”/>
A— arbexr—ya ®JECET1ER —
<{xsd:element name="OTHERCOMMENTS” type="ATTR_UPDATE_TYPE” minOccurs="0" maxOccurs="1"/>
A== Zofh —>

<{/xsd:sequence>



</xsd:complexType>
{/xsd:element>
<{xsd:element name="COMB_INFOFOREIGNMANUFACTURER” type="COMB_INFOFOREIGNMANUFACTURER_TYPE” minOccurs="0" maxOccurs="1"/>
= YEAMKIES, SNERLEES ICRET A EH —
<{xsd:element name="COMB_REMARKS” type="ATTR_UPDATE_TYPE” minOccurs="0" maxOccurs="1"/>
— ZoffEs —>
{xsd:element name="COMB_PRESENCEADRREPORT” type="ATTR_UPDATE_TYPE”/>
A— BEWERE@E OFHE —>
{/xsd:sequence>
{/xsd:complexType>
{/xsd:element>
<{/xsd:sequence>
{/xsd:sequence>
<{/xsd:complexType>
= FEhaEEER TG ®R —>
<{xsd:complexType name="INFOMEDICALINSTITUT_TYPE”>
{xsd:sequence>
<{xsd:element name="VARIABLELABEL” type="xsd:string”/>
{xsd:element name="INFOEACHMEDICALINSTITUT” type="INFOEACHMEDICALINSTITUT_TYPE”/>
= EFEEREREZE 0FE —>
{xsd:element name="FOOTNOTE” type="ATTR_UPDATE_TYPE”/>
A== JHE —>
{/xsd:sequence>
<{/xsd:complexType>
A— 2RI 2IRBPmHEHR —
<xsd:complexType name="INFOREFCLINTRIALPLANNOTER_TYPE”>
{xsd:sequence>
<{xsd:element name="VARIABLELABEL” type="xsd:string”/>
<{xsd:sequence minOccurs="0" maxOccurs="unbounded”>
<{xsd:element name="SERIALNO1” type="ATTR_ADD_TYPE”/>
A— EFE S —>
<{xsd:element name="REF_PRODUCTCATEGORY” type="ATTR_UPDATE_TYPE”/>
= EIEGEEE B AEERER L OB —>
<{xsd:element name="REF_INFOTESTSUBSTANCEIDCODE” type="ATTR_UPDATE_TYPE”/>
== JRBRA S RL B U TIRBRERAIRE = ——>
<{xsd:element name="REF_SERIALNOTENUM” type="ATTR_UPDATE_ TYPE”/>
A= JEHEE —>
<{xsd:element name="TYPEREFFERENCE” type="ATTR_UPDATE_TYPE”/>
A— ZHROXSy —>
<{xsd:element name="CONTENTS” type="ATTR_UPDATE_TYPE”/>
A— RO —
<{/xsd:sequence>
{/xsd:sequence>
<{/xsd:complexType>
A= HkfEH —>
<{xsd:complexType name="INFOPREMATURETERMINATION_TYPE”>
{xsd:sequence>
<{xsd:element name="VARIABLELABEL” type="xsd:string”/>
<{xsd:element name="TERMINATIONDATE” type="ATTR_UPDATE_TYPE”/>
A— HiAFEHAR —>



<{xsd:element name="REASONTERMINATION” type="ATTR_UPDATE_TYPE”/>
N kPl —>
{xsd:element name="POSTTERMINATIONMEASURE” type="ATTR_UPDATE_TYPE” minOccurs="0" maxOccurs="1"/>
A— ZOHOFHSRIL —>
{/xsd:sequence>
<{/xsd:complexType>
== B2 2 WSRO REFT UL E T (RS ILE) 04K e —>
<{xsd:complexType name="INFONAMEADDRESSMANUFACTPLANT_TYPE”>
{xsd:sequence>
<{xsd:element name="VARIABLELABEL” type="xsd:string”/>
<{xsd:sequence minOccurs="1" maxOccurs="unbounded”>
{xsd:element name="SERIALNO1” type="ATTR_ADD_TYPE”/>
A— EFE S —>
<{xsd:element name="SPONSOR_NAME” type="ATTR_UPDATE_TYPE”/>

A== 2% —

<{xsd:element name="SPONSOR_ADDRESS1” type="ATTR_UPDATE_TYPE”/>
A-— FriEM 1 —>

<{xsd:element name="SPONSOR_ADDRESS2” type="ATTR_UPDATE_TYPE”/>
A-- FriEM 2 —>

<{xsd:element name="MANUFACTURERIMPORTERCODE” type="ATTR_UPDATE_TYPE”/>
== F=—F —
<{/xsd:sequence>
{/xsd:sequence>
<{/xsd:complexType>
A== E PO KOy &lF R —>
<xsd:complexType name="INFOINGREDIENTQUANTITY_TYPE”>
{xsd:sequence>
<{xsd:element name="VARIABLELABEL” type="xsd:string”/>
{xsd:element name="INGREDIENTSQUANTITIES” type="ATTR_UPDATE TYPE”/>
A== B RO ——>
<{xsd:element name="INFODOSAGEFORMCODE” type="INFODOSAGEFORMCODE_TYPE”/>
A— Ha— FEHR —>
{/xsd:sequence>
<{/xsd:complexType>
A FE-2HRIEOTE SN DR U R HR —>
<{xsd:complexType name="INFOINTENDINDICATIONSEFFECTS_TYPE”>
{xsd:sequence>
<{xsd:element name="VARIABLELABEL” type="xsd:string”/>
<{xsd:element name="INTENDINDICATIONSEFFECTS” type="ATTR_UPDATE TYPE”/>
A= FEEINDEXIIHHFE —>
{xsd:element name="EFFICACYCLASSCODENUMBER” type="ATTR_UPDATE_TYPE”/>
A— FERHERG —
{/xsd:sequence>
<{/xsd:complexType>
A= ELED2HBIROTEIND EROHERE® —
<xsd:complexType name="INFOINTENDDOSAGEADMIN_TYPE”>
{xsd:sequence>
<{xsd:element name="VARIABLELABEL” type="xsd:string”/>
<{xsd:element name="INTENDDOSAGEADMIN” type="ATTR_UPDATE_TYPE”/>
A— TEEND LK OHE —



<{xsd:element name="INFOADMINROUTECODE” type="INFOADMINROUTECODE_ TYPE”/>
A== BeHRE = — FE#®R —>
{/xsd:sequence>
<{/xsd:complexType>
N4 =2 — RiE#H —>
<{xsd:complexType name="INFODOSAGEFORMCODE_TYPE”>
{xsd:sequence>
<{xsd:element name="VARIABLELABEL” type="xsd:string”/>
<{xsd:sequence minOccurs="1" maxOccurs="unbounded”>
{xsd:element name="SERIALNO1” type="ATTR_ADD_TYPE”/>
A— EFE S —>
<{xsd:element name="DOSAGEFORMCODE” type="ATTR_UPDATE_TYPE”/>
== Alg=—F —>
<{/xsd:sequence>
{/xsd:sequence>
<{/xsd:complexType>
A B ERE = — NiEHR —
<{xsd:complexType name="INFOADMINROUTECODE_ TYPE”>
{xsd:sequence>
<{xsd:element name="VARIABLELABEL” type="xsd:string”/>
<{xsd:sequence minOccurs="1" maxOccurs="unbounded”>
<{xsd:element name="SERIALNO1” type="ATTR_ADD_TYPE”/>
A— EFE S —>
<{xsd:element name="ADMINROUTECODE” type="ATTR_UPDATE_TYPE”/>
A— BEREa—F —>
<{/xsd:sequence>
{/xsd:sequence>
<{/xsd:complexType>
A= FERSRELIER —>
<xsd:complexType name="INFOPLANNUMSUBJ_TYPE”>
{xsd:sequence>
<{xsd:element name="VARIABLELABEL” type="xsd:string”/>
<{xsd:element name="PLANNUMSUBJTESTPRODUCT” type="ATTR_UPDATE_TYPE”"/>
— TEHSER (BRE) —
{xsd:element name="PLANNUMSUBJECTSTOTAL” type="ATTR_UPDATE_TYPE”/>
A— TEHEEER (A3 —
{/xsd:sequence>
<{/xsd:complexType>
A= FI D2 WRIEO LR OH BEFR —
<xsd:complexType name="INFODOSAGEADMIN_TYPE”>
{xsd:sequence>
<{xsd:element name="VARIABLELABEL” type="xsd:string”/>
{xsd:element name="DOSAGEADMIN” type="ATTR_UPDATE_TYPE”/>
A— REAUCHRE —
<{xsd:element name="INFOADMINROUTECODE” type="INFOADMINROUTECODE_ TYPE”/>
A= BeHRE = — FME#®R —>
{/xsd:sequence>
<{/xsd:complexType>
- SEREHE —>
<xsd:complexType name="WHOLEDURATIONCLINTRIAL_TYPE”>



{xsd:sequence>

<{xsd:
<{xsd:
I=
<{xsd:
<l—

element name="VARIABLELABEL” type="xsd:string”/>

element name="STARTDATECLINTRIAL” type="ATTR_UPDATE_TYPE”/>
BMEHEAR —>

element name="ENDDATECLINTRIAL” type="ATTR_UPDATE_TYPE”/>
HTHEAR —

{/xsd:sequence>
<{/xsd:complexType>
= INEATIEOXGR L T2 D3 %E O HIER —
<{xsd:complexType name="INFOCLINTRIALWITHDRUGCARTAGENA_TYPE”>
{xsd:sequence>

<{xsd:
<{xsd:
I=
<{xsd:
<l—

element name="VARIABLELABEL” type="xsd:string”/>
element name="TYPECLINTRIALWITHDRUGCARTAGENA” type="ATTR_UPDATE_TYPE”/>
S OF S ——>

element name="DETAIL” type="ATTR_UPDATE_TYPE” minOccurs="0" maxOccurs="1"/>

HETOHOOFR —>

{/xsd:sequence>
<{/xsd:complexType>
= AW EN RIAEN DI E VD188 —>
<{xsd:complexType name="INFOCLINTRIALWITHBIOLOGICALPROD_TYPE”>
{xsd:sequence>

<{xsd:

element name="VARIABLELABEL” type="xsd:string”/>

‘element name="TYPEBIOLOGICALPROD” type="ATTR_UPDATE_TYPE”/>

Y OAES >

{/xsd:sequence>
<{/xsd:complexType>

A= ®HET 5

AUNR=A L BIEEEOBSE -

<{xsd:complexType name="INFORESEARCHFORCODX_TYPE”>
{xsd:sequence>

<{xsd:
<{xsd:
I

element name="VARIABLELABEL” type="xsd:string”/>
element name="APPLICABLEORNOT” type="ATTR_UPDATE_TYPE”/>
ZYUOFHE —>

{/xsd:sequence>

<{/xsd:complexType>

A— arvbexr—ya ®/EICET1ER —

<{xsd:complexType name="INFOCLINTRIALFORCOMBINATIONPROD_TYPE”>
{xsd:sequence>

<{xsd:
<{xsd:
<

element name="VARIABLELABEL” type="xsd:string”/>
element name="APPLICABLEORNOT” type="ATTR_UPDATE_TYPE”/>
ZYUOFHE —>

{/xsd:sequence>

<{/xsd:complexType>

= ERRRBR O —>

<{xsd:complexType name="INFOEXPANDEDACCESSPROG_TYPE”>
{xsd:sequence>

<{xsd:

element name="VARIABLELABEL” type="xsd:string”/>

element name="TYPEEXPANDEDACCESSPROG” type="ATTR_UPDATE_TYPE”/>

Y OAES >

{/xsd:sequence>
<{/xsd:complexType>



A= EEILFETER >
<{xsd:complexType name="INFOGLOBALCLINTRIAL_TYPE”>
{xsd:sequence>
<{xsd:element name="VARIABLELABEL” type="xsd:string”/>
{xsd:element name="APPLICABLEORNOT” type="ATTR_UPDATE_TYPE”/>
A— Y OFMEE —>
<{xsd:element name="CONTENTS” type="ATTR_UPDATE_TYPE” minOccurs="0" maxOccurs="1"/>
Ad— NE —
{/xsd:sequence>
<{/xsd:complexType>
A== 7 DR ES ZETIRHR —
<{xsd:complexType name="INFOCLINTRIALINCLUDINGGENETEST_TYPE”>
{xsd:sequence>
<{xsd:element name="VARIABLELABEL” type="xsd:string”/>
<{xsd:element name="APPLICABLEORNOT” type="ATTR_UPDATE_TYPE”/>
A— Y OFME —>
{/xsd:sequence>
<{/xsd:complexType>
- =A27 8 F—XERABREZFH LIRS E —>
<{xsd:complexType name="INFOPRODUSINGMDCLINTRIAL_TYPE”>
{xsd:sequence>
<{xsd:element name="VARIABLELABEL” type="xsd:string”/>
{xsd:element name="APPLICABLEORNOT” type="ATTR_UPDATE_TYPE”/>
A— Y OFMEE —>
{/xsd:sequence>
<{/xsd:complexType>
== YR I BT 21RO T 2 as R E 0Rt# —>
<{xsd:complexType name="INFOCOMBEQUIPMENT TYPE”>
{xsd:sequence>
<{xsd:element name="VARIABLELABEL” type="xsd:string”/>
{xsd:element name="APPLICABLEORNOT” type="ATTR_UPDATE_TYPE”/>
A— ZYOFHE —>
<{xsd:sequence minOccurs="0" maxOccurs="unbounded”>
<{xsd:element name="SERIALNO1” type="ATTR_ADD_TYPE”/>
A— EFE S —>
<{xsd:element name="CONTENTS” type="ATTR_UPDATE_TYPE”/>
A== NE —>
<{/xsd:sequence>
{/xsd:sequence>
<{/xsd:complexType>
A== f#F%E —>
<{xsd:complexType name="REMARKS_TYPE”>
{xsd:sequence>
<{xsd:element name="VARIABLELABEL” type="xsd:string”/>
<{xsd:sequence minOccurs="1" maxOccurs="unbounded”>
<{xsd:element name="SERIALNO1” type="ATTR_ADD_TYPE”/>
A— EFE S —>
<{xsd:element name="DETAIL” type="ATTR_UPDATE_TYPE"/>
Ad=—=NE —
<{/xsd:sequence>



{/xsd:sequence>
<{/xsd:complexType>
A FEERAFER —>
<xsd:complexType name="DOCATTACHEDNOTE_TYPE”>
{xsd:sequence>
<{xsd:element name="VARIABLELABEL” type="xsd:string”/>
{xsd:element name="INFONAMEDOCUMENTS” type="INFONAMEDOCUMENTS_TYPE”/>
A ERAEHR —
{xsd:element name="REMARK” type="ATTR_UPDATE_TYPE”/>
A= % —>
{/xsd:sequence>
<{/xsd:complexType>
A— Ep4 >
<{xsd:complexType name="INFONAMEDOCUMENTS_TYPE”>
{xsd:sequence>
<{xsd:element name="VARIABLELABEL” type="xsd:string”/>
<{xsd:sequence minOccurs="1" maxOccurs="unbounded”>
<{xsd:element name="SERIALNO1” type="ATTR_ADD_TYPE”/>
A— EFE S —>
<{xsd:element name="NAMEDOC” type="ATTR_UPDATE_TYPE”/>
A B
<{/xsd:sequence>
{/xsd:sequence>
<{/xsd:complexType>
A— BHROBEHEBEE T HHER —
<{xsd:complexType name="CHARGEOUTPERSONCLINTRIAL_TYPE”>
{xsd:sequence>
<{xsd:element name="VARIABLELABEL” type="xsd:string”/>
<{xsd:sequence minOccurs="1" maxOccurs="unbounded”>
<{xsd:element name="SERIALNO1” type="ATTR_ADD_TYPE”/>
A— EFE S —>
<{xsd:element name="CHARGEOUTPERSONNAME” type="ATTR_UPDATE_TYPE”/>
A— BHAEERA —
<{xsd:element name="VALIDITYREASONS” type="ATTR_UPDATE_TYPE”/>
A= 4P —>
<{/xsd:sequence>
{/xsd:sequence>
{xsd:attribute ref="NOVALUE” use="optional”/>
</xsd:complexType>
< TRBRFAEE AT SO TIE R T B S MR 2 W) —
<{xsd:complexType name="INFOCOORDINVESTIGATOR_TYPE”>
<{xsd:sequence>
{xsd:element name="VARIABLELABEL” type="xsd:string”/>
<{xsd:sequence minOccurs="1" maxOccurs="unbounded”>
<{xsd:element name="SERIALNO1” type="ATTR_ADD_TYPE”/>
A— JEFES —>
<{xsd:element name="KEYINVEST NAME” type="ATTR_UPDATE_TYPE”/>
— RBRREE O K4 —>
<{xsd:element name="NAMEMEDICALINSTITUT” type="ATTR_UPDATE_TYPE”/>
A BRI E AT OFT R AR —>



<{xsd:element name="KEYINVEST AFFILIATION” type="ATTR_UPDATE_TYPE”/>
= 1RBRFREEERIOTE —>
{/xsd:sequence>
{/xsd:sequence>
{(xsd:attribute ref="NOVALUE” use="optional”/>
</xsd:complexType>
= VBB OEIE (W) KOVEHICET XG0 UL —ME2%itT 257 GIREFEZHE (CRO) ) ORA, (EFIAOEGET 2EB O —>
<{xsd:complexType name="INFOCRO_TYPE”>
{xsd:sequence>
<{xsd:element name="VARIABLELABEL” type="xsd:string”/>
<{xsd:sequence minOccurs="1" maxOccurs="unbounded”>
<{xsd:element name="SERIALNO1” type="ATTR_ADD_TYPE”/>
A— EFE S —>
<{xsd:element name="CRO_NAME” type="ATTR_UPDATE_TYPE”/>
Ad— K4 —
<{xsd:element name="CRO_ADDRESS1” type="ATTR_UPDATE_TYPE”/>
A=—f{Efr1 —
<{xsd:element name="CRO_ADDRESS2” type="ATTR_UPDATE_TYPE”/>
A=—f{Efr2 —
<{xsd:element name="CRO_SERVICE” type="ATTR_UPDATE_TYPE”/>
A== FRET D EBOHMME —>
<{/xsd:sequence>
{/xsd:sequence>
{xsd:attribute ref="NOVALUE” use="optional”/>
</xsd:complexType>
A= 1B HF BT DR >
<{xsd:complexType name="INFOPERSONFILLNOTE_TYPE”>
<{xsd:sequence>
{xsd:element name="VARIABLELABEL” type="xsd:string”/>
<{xsd:sequence minOccurs="1" maxOccurs="unbounded”>
<{xsd:element name="SERIALNO1” type="ATTR_ADD_TYPE”/>
A— JEFES —>
{xsd:element name="CLASSPERSONFILLNOTE” type="ATTR_UPDATE_TYPE”/>
<= B8R m HFE ORI ——>
{xsd:element name="APPLICAT NAME” type="ATTR_UPDATE_TYPE”/>
A— mE L —>
<{xsd:element name="APPLICAT REP_NAME” type="ATTR_UPDATE_TYPE”/>
A— JRtE O ((REE D) K4 —>
<{xsd:element name="APPLICAT_ADDRESS1” type="ATTR_UPDATE_ TYPE”/>

A— FiE# 1 —>
<xsd:element name="APPLICAT_ADDRESS2” type="ATTR_UPDATE_TYPE”/>
A— FiE# 2 —>

<{xsd:element name="MANUFACTURERIMPORTERCODE” type="ATTR_UPDATE_TYPE”/>
J— ¥Fa—FK —
{xsd:element name="INFOPERSONASSIGNNOTE”>
A= JEHE S F OMEHR —>
<{xsd:complexType>
{xsd:sequence>
<{xsd:element name="VARIABLELABEL” type="xsd:string”/>
<{xsd:element name="APPLICAT_PERSON_NAME” type="ATTR_UPDATE_TYPE”/>



A— HYFORL —>
<{xsd:element name="APPLICAT_PERSON_TITLE” type="ATTR_UPDATE_TYPE”/>
A— Y FEOFE —>
<{xsd:element name="APPLICAT_TELNUM” type="ATTR_UPDATE_TYPE”/>
A— EFEEKE —
<{xsd:element name="FAXNUMBER” type="ATTR_UPDATE_TYPE”/>
d— FAXEZXIZA—NLT KL A —>
<{/xsd:sequence>
</xsd:complexType>
{/xsd:element>
{/xsd:sequence>
{/xsd:sequence>
</xsd:complexType>
= YEAMKIES, SNERLEES ICET A EHR —
<{xsd:complexType name="INFOFOREIGNMANUFACTURER_TYPE”>
<{xsd:sequence>
{xsd:element name="VARIABLELABEL” type="xsd:string”/>
<{xsd:sequence minOccurs="1" maxOccurs="unbounded”>
<{xsd:element name="SERIALNO1” type="ATTR_ADD_TYPE”/>
A— JEFES —>
<{xsd:element name="FOREIGN_SPONSOR_NAME” type="ATTR_UPDATE_TYPE”/>
= YEAMKIES . SNERLEEST OAR (B30 —>
<{xsd:element name="FOREIGN_SPONSOR_REP_NAME” type="ATTR_UPDATE_TYPE”/>
= ¥EAMEIES . SNERLEES O ((REEO) K4 (30 —>
<{xsd:element name="FOREIGN_SPONSOR_ADDRESS1” type="ATTR_UPDATE_TYPE”/>
A FrfEHI 1 (R30)  —
<{xsd:element name="FOREIGN_SPONSOR_ADDRESS2” type="ATTR_UPDATE_TYPE”/>
A FrfEH#I2 (R30)  —>
<{xsd:element name="FOREIGN_NAME_FRGNLNG” type="ATTR_UPDATE_TYPE”/>
= YEAMKIES . SNERLEET OAH GMESD
{xsd:element name="FOREIGN_SPOMSPR_REP_NAME_FRGNLNG” type="ATTR_UPDATE_TYPE”/>
= ¥EAMKIES . SNERLEES O ((REEO) K4 GMESD —>
<{xsd:element name="FOREIGN_ADDRESS1_FRGNLNG” type="ATTR_UPDATE_TYPE”/>
- FrEH 1 GMESD >
<{xsd:element name="FOREIGN_ADDRESS2_FRGNLNG” type="ATTR_UPDATE_TYPE”/>
A— FrfE# 2 GhESD)  —>
{/xsd:sequence>
{/xsd:sequence>
{xsd:attribute ref="NOVALUE” use="optional”/>
<{/xsd:complexType>
== BERT O E AT (RS IEE) OAMEKOFTE# —>
<{xsd:complexType name="COMB_INFONAMEADDRESSMANUFACTPLANT TYPE”>
{xsd:sequence>
<{xsd:element name="VARIABLELABEL” type="xsd:string”/>
<{xsd:sequence minOccurs="1" maxOccurs="unbounded”>
<{xsd:element name="SERIALNO2” type="ATTR_ADD_TYPE”/>
A— EFE S —>
<{xsd:element name="COMB_SPONSOR_NAME” type="ATTR_UPDATE_ TYPE”/>
A== 2% —>
<{xsd:element name="COMB_SPONSOR_ADDRESS1” type="ATTR_UPDATE_TYPE”/>



- FriEM 1 —>
<{xsd:element name="COMB_SPONSOR_ADDRESS2” type="ATTR_UPDATE_TYPE”/>
- FriE 2 —>
<{xsd:element name="COMB_MANUFACTURERIMPORTERCODE” type="ATTR_UPDATE_TYPE”/>
A—FEFa—F —>
<{/xsd:sequence>
{/xsd:sequence>
</xsd:complexType>
A— Ry RO &EiG® —>
<xsd:complexType name="COMB_INFOINGREDIENTQUANTITY_TYPE”>
{xsd:sequence>
<{xsd:element name="VARIABLELABEL” type="xsd:string”/>
{xsd:element name="COMB_INGREDIENTSQUANTITIES” type="ATTR_UPDATE_TYPE”/>
A== B RO ——>
{xsd:element name="COMB_INFODOSAGEFORMCODE” type="COMB_INFODOSAGEFORMCODE_TYPE”/>
A— A= — FEHR —>
{/xsd:sequence>
<{/xsd:complexType>
A— FE SN DI RER —>
<{xsd:complexType name="COMB_INFOINTENDINDICATIONSEFFECTS_TYPE”>
{xsd:sequence>
<{xsd:element name="VARIABLELABEL” type="xsd:string”/>
{xsd:element name="COMB_INTENDINDICATIONSEFFECTS” type="ATTR_UPDATE_TYPE”/>
A FEENDEXIIHHFE —>
{xsd:element name="COMB_EFFICACYCLASSCODENUMBER” type="ATTR_UPDATE_TYPE”/>
A ERNFEH —
{/xsd:sequence>
<{/xsd:complexType>
A— TSN HEROCHER®R —
<{xsd:complexType name="COMB_INFOINTENDDOSAGEADMIN_TYPE”>
{xsd:sequence>
<{xsd:element name="VARIABLELABEL” type="xsd:string”/>
<{xsd:element name="COMB_INTENDDOSAGEADMIN” type="ATTR_UPDATE_TYPE”/>
A— TEEND BEEOHE —
{xsd:element name="COMB_INFOADMINROUTECODE” type="COMB_INFOADMINROUTECODE_TYPE”/>
A== BeHRE=— FME#®R —>
{/xsd:sequence>
<{/xsd:complexType>
N4 =2 — RiE#H —>
<{xsd:complexType name="COMB_INFODOSAGEFORMCODE_TYPE”>
{xsd:sequence>
<{xsd:element name="VARIABLELABEL” type="xsd:string”/>
<{xsd:sequence minOccurs="1" maxOccurs="unbounded”>
<{xsd:element name="SERIALNO2” type="ATTR_ADD_TYPE”/>
A— EFE S —>
<{xsd:element name="COMB_DOSAGEFORMCODE” type="ATTR_UPDATE_TYPE”/>
A—=Fa—F —>
<{/xsd:sequence>
{/xsd:sequence>
<{/xsd:complexType>



A B ERE o — NiEHR —
<{xsd:complexType name="COMB_INFOADMINROUTECODE_TYPE”>
{xsd:sequence>
<{xsd:element name="VARIABLELABEL” type="xsd:string”/>
<{xsd:sequence minOccurs="1" maxOccurs="unbounded”>
<{xsd:element name="SERIALNO2” type="ATTR_ADD_TYPE”/>
A— EFE S —>
<{xsd:element name="COMB_ADMINROUTECODE” type="ATTR_UPDATE_TYPE”/>
A— FBEREa—F —>
<{/xsd:sequence>
{/xsd:sequence>
<{/xsd:complexType>
A— HEEOHEE®R —>
<{xsd:complexType name="COMB_INFODOSAGEADMIN_TYPE”>
{xsd:sequence>
<{xsd:element name="VARIABLELABEL” type="xsd:string”/>
{xsd:element name="COMB_DOSAGEADMIN” type="ATTR_UPDATE_TYPE”/>
A— RELAUCHRE —
{xsd:element name="COMB_INFOADMINROUTECODE” type="COMB_INFOADMINROUTECODE_TYPE”/>
A= HHRRHKa— NiE®R —>
{/xsd:sequence>
<{/xsd:complexType>
= MppMEKIEE . SNEREEE T AR
<{xsd:complexType name="COMB_INFOFOREIGNMANUFACTURER_TYPE”>
{xsd:sequence>
<{xsd:element name="VARIABLELABEL” type="xsd:string”/>
<{xsd:sequence minOccurs="1" maxOccurs="unbounded”>
<{xsd:element name="SERIALNO2” type="ATTR_ADD_TYPE”/>
A— EFE S —>
<{xsd:element name="COMB_FOREIGN_SPONSOR_NAME” type="ATTR_UPDATE_TYPE”/>
= MppMEKIEE | SNEREEET OAR (B30 —
<{xsd:element name="COMB_FOREIGN_SPONSOR_REP_NAME” type="ATTR_UPDATE_TYPE”/>
A= WpMEkHEE | SNEREESE O (REEFO) R4 30 —>
<{xsd:element name="COMB_FOREIGN_SPONSOR_ADDRESS1” type="ATTR_UPDATE_TYPE”/>
A— FrE 1 30 —>
<{xsd:element name="COMB_FOREIGN_SPONSOR_ADDRESS2” type="ATTR_UPDATE_TYPE”/>
A— FiE 2 30 —>
<{xsd:element name="COMB_FOREIGN_NAME_FRGNLNG” type="ATTR_UPDATE_TYPE”/>
A WpMkdEE | SNERLEEE 04T OMESD) >
<{xsd:element name="COMB_FOREIGN_SPOMSPR_REP_NAME_FRGNLNG” type="ATTR_UPDATE_TYPE”/>
- WppMEEE . SNEREEE O (REFO) K4 GHEDD) —>
<{xsd:element name="COMB_FOREIGN_ADDRESS1_FRGNLNG” type="ATTR_UPDATE_TYPE”/>
A— FifEf 1 GMESD)  —
<{xsd:element name="COMB_FOREIGN_ADDRESS2_FRGNLNG” type="ATTR_UPDATE_TYPE”/>
A— PFifE 2 GMESD)  —>
<{/xsd:sequence>
{/xsd:sequence>
<{xsd:attribute ref="NOVALUE” use="optional”/>
</xsd:complexType>
= FEMEPEREERI = & o FIE —>



<{xsd:complexType name="INFOEACHMEDICALINSTITUT TYPE”>
{xsd:sequence>

{xsd:element name="VARIABLELABEL” type="xsd:string”/>

<{xsd:sequence minOccurs="1" maxOccurs="unbounded”>
<{xsd:element name="SERIALNO1” type="ATTR_ADD_TYPE”/>
A— JEFES —>
<{xsd:element name="INSTITUTE_NAME” type="ATTR_UPDATE_TYPE”/>
N FEEREE O LT —>
<{xsd:element name="DEPARTMENT” type="ATTR_UPDATE_TYPE”/>
A= PR -
<{xsd:element name="INSTITUTE_ADDRESS1” type="ATTR_UPDATE_TYPE"/>

A— FiE# 1T —>
<xsd:element name="INSTITUTE_ADDRESS2” type="ATTR_UPDATE_TYPE"/>
A— FiE# 2 —>

<{xsd:element name="INSTITUTE_TELNUM” type="ATTR_UPDATE_TYPE”/>
N BEEFT
{xsd:element name="INFOINVESTIGATOR” type="INFOINVESTIGATOR TYPE”/>
= TRBRETERNCET 28 —>
<{xsd:element name="INFOSUBINVESTIGATOR” type="INFOSUBINVESTIGATOR TYPE”/>
= 1RBRHERINC T A W —>
{xsd:element name="INFOQUANTITIESINVESTPRODUCT” type="INFOQUANTITIESINVESTPRODUCT TYPE”/>
= TRBRME IR, JRBAME MRS FE Y TR AR A S S B —>
<{xsd:element name="PLANNUMSUBJMEDICALINSTUTUT” type="ATTR_UPDATE_TYPE”/>
= ENEERSRE T ERRE R —
<{xsd:element name="NUMSUBJENROLLINSTITUTION” type="ATTR_UPDATE_TYPE”/>
= SRR R 5 —>
{xsd:element name="INFOSMOINMEDINST” type="INFOSMOINMEDINST TYPE”/>
A= VRBROFEMIZEAT 5B O —# % FHEREBEN 6231 5% (B SHEMERE (SMO) %) R4, FHTKOEIET (B OHM —>
{xsd:element name="INFOIRB” type="INFOIRB_TYPE”/>
A— BREAZBRICET 2HEH —
<{xsd:element name="0THERS” type="ATTR_UPDATE_TYPE”"/>
A— Zofh —>
{/xsd:sequence>
{/xsd:sequence>
</xsd:complexType>
A= IRBRETERMICRE T 2R —>
<{xsd:complexType name="INFOINVESTIGATOR_TYPE”>
<{xsd:sequence>
{xsd:element name="VARIABLELABEL” type="xsd:string”/>
<{xsd:sequence minOccurs="1" maxOccurs="unbounded”>
<{xsd:element name="SERIALNO2” type="ATTR_ADD_TYPE”/>
A— JEFES —>
<{xsd:element name="CHIEFINVEST NAME” type="ATTR_UPDATE_TYPE”/>
A— BRBREMTEMOKRSL —>
<{xsd:element name="NUMMEDICALSCHOOL” type="ATTR_UPDATE_TYPE”/>
A= REEF —>
<{xsd:element name="GRADUATYEARMEDICALSCHOOL” type="ATTR_UPDATE_TYPE”/>
(I ZEFEE —
<{xsd:element name="CHIEFINVEST PRONOUNCE” type="ATTR_UPDATE_TYPE”/>
A— KA LB —>



{/xsd:sequence>
{/xsd:sequence>
</xsd:complexType>
A= BB HERICRE T 2 5® —>
<{xsd:complexType name="INFOSUBINVESTIGATOR_TYPE”>
<{xsd:sequence>
{xsd:element name="VARIABLELABEL” type="xsd:string”/>
<{xsd:sequence minOccurs="1" maxOccurs="unbounded”>
<{xsd:element name="SERIALNO2” type="ATTR_ADD_TYPE”/>
A— JEFES —>
<{xsd:element name="INVESTIGATER NAME” type="ATTR_UPDATE_TYPE”/>
A— BB MERO KR4 —>
{xsd:element name="INVEST_PRONOUNCE” type="ATTR_UPDATE_TYPE”/>
A— RA KB —>
{/xsd:sequence>
{/xsd:sequence>
</xsd:complexType>
= TRBRME IR, JRBRME RS FE Y TR S AE S S Bl s —>
<{xsd:complexType name="INFOQUANTITIESINVESTPRODUCT TYPE”>
<{xsd:sequence>
{xsd:element name="VARIABLELABEL” type="xsd:string”/>
<{xsd:sequence minOccurs="1" maxOccurs="unbounded”>
<{xsd:element name="SERIALNO2” type="ATTR_ADD_TYPE”/>
A— JEFES —>
{xsd:element name="NAMEINVESTPRODUCT” type="ATTR_UPDATE_TYPE”/>
= TRERMEFAZE, JRBRGE FMEERFE Y, IRREAR S YDA —>
<{xsd:element name="QUANTITIESPLANNED” type="ATTR_UPDATE_TYPE”/>
A— FERMN (AF) #HE —
<{xsd:element name="QUANTITIESSUPPLIED” type="ATTR_UPDATE_TYPE"/>
A= ZfHHE >
<{xsd:element name="QUANTITIESUSED” type="ATTR_UPDATE_TYPE”/>
A= RS >
<{xsd:element name="QUANTITIESWITHDRAWN” type="ATTR_UPDATE_TYPE”/>
A= ENR g >
<{xsd:element name="QUANTITIESABROGATED” type="ATTR_UPDATE_TYPE”/>
A-- BEEElR
{/xsd:sequence>
{/xsd:sequence>
</xsd:complexType>
A= VRBROFEMIZEAT 5 B O —# % FHEHREREN 62361 5% (RBERSHEMKRE (SMO) %) R4, FHTKOZEIET 2 (B OHM —>
<{xsd:complexType name="INFOSMOINMEDINST TYPE”>
<{xsd:sequence>
{xsd:element name="VARIABLELABEL” type="xsd:string”/>
<{xsd:sequence minOccurs="1" maxOccurs="unbounded”>
<{xsd:element name="SERIALNO2” type="ATTR_ADD_TYPE”/>
A— JEFES —>
<{xsd:element name="SMO_NAME” type="ATTR_UPDATE_TYPE”/>
A— K4 —>
<{xsd:element name="SMO_ADDRESS1” type="ATTR_UPDATE_TYPE”/>
A— fFr1 —>



<{xsd:element name="SMO_ADDRESS2” type="ATTR_UPDATE_TYPE”/>
A— fFF2 —>
{xsd:element name="SMO_SERVICE” type="ATTR_UPDATE_TYPE”/>
A= ZFET D EBOFM —>
{/xsd:sequence>
{/xsd:sequence>
{xsd:attribute ref="NOVALUE” use="optional”/>
<{/xsd:complexType>
A= EREFEEZEXCHTDHER —
<{xsd:complexType name="INFOIRB_TYPE">
{xsd:sequence>
<{xsd:element name="VARIABLELABEL” type="xsd:string”/>
<{xsd:sequence minOccurs="1" maxOccurs="unbounded”>
{xsd:element name="SERIALNO2” type="ATTR_ADD_TYPE”/>
A— EFE S —>
<{xsd:element name="TYPEIRB” type="ATTR_UPDATE_TYPE”/>
A== BN ST DX S5y —>
<{xsd:element name="I1RB_OWNER_NAME” type="ATTR_UPDATE_TYPE”/>
A— IBHELZBROBRBEOLT —
<{xsd:element name="IRB_ADDRESS1” type="ATTR_UPDATE_TYPE”/>

A-- FriEM 1 —>
<{xsd:element name="IRB_ADDRESS2” type="ATTR_UPDATE_TYPE”/>
A-- FriE 2 —>

<{/xsd:sequence>
{/xsd:sequence>
<{xsd:attribute ref="NOVALUE” use="optional”/>
</xsd:complexType>
A— A —
<{xsd:complexType name="ATTR_UPDATE_TYPE” mixed="true”>
<{xsd:sequence>
{xsd:element name="VARIABLELABEL” type="xsd:string”/>
<{xsd:element name="CHANGEDATE” type="xsd:string” minOccurs="0" maxOccurs="1"/>
{xsd:element name="CHANGEREASON” type="xsd:string” minOccurs="0" maxOccurs="1"/>
{/xsd:sequence>
{xsd:attribute name="STATUS” use="optional”>
<{xsd:simpleType>
{xsd:restriction base="xsd:string”>
{xsd:enumeration value="UPDATE”/>
{xsd:enumeration value="NONE”/>
{/xsd:restriction>
<{/xsd:simpleType>
{/xsd:attribute>
</xsd:complexType>
A—1ma (EFEZFH) —
<{xsd:complexType name="ATTR_ADD_TYPE” mixed="true”>
<{xsd:sequence>
{xsd:element name="VARIABLELABEL” type="xsd:string”/>
<{xsd:element name="CHANGEDATE” type="xsd:string” minOccurs="0" maxOccurs="1"/>
{xsd:element name="CHANGEREASON” type="xsd:string” minOccurs="0" maxOccurs="1"/>
{/xsd:sequence>



<{xsd:attribute name="STATUS” use="optional”>
<{xsd:simpleType>
{xsd:restriction base="xsd:string”>
{xsd:enumeration value="NONE”/>
{xsd:enumeration value="APPEND"/>
{xsd:enumeration value="DELETE”/>
{/xsd:restriction>
<{/xsd:simpleType>
{/xsd:attribute>
<{/xsd:complexType>
<I—— IHH NOVALUE@MEfS& ——>
<{xsd:complexType name="ATTR_UPDATE_NOVALUE_TYPE” mixed="true”>
{xsd:sequence>
<{xsd:element name="VARIABLELABEL” type="xsd:string”/>
{xsd:element name="CHANGEDATE” type="xsd:string” minOccurs="0" maxOccurs="1"/>
<{xsd:element name="CHANGEREASON” type="xsd:string” minOccurs="0" maxOccurs="1"/>
{/xsd:sequence>
{xsd:attribute name="STATUS” use="optional”>
{xsd:simpleType>
{xsd:restriction base="xsd:string”>
{xsd:enumeration value="NONE”/>
{xsd:enumeration value="UPDATE”/>
{/xsd:restriction>
<{/xsd:simpleType>
{/xsd:attribute>
{xsd:attribute ref="NOVALUE” use="optional”/>
</xsd:complexType>
<= NOVALUEJ@ M —>
{xsd:attribute name="NOVALUE”>
<{xsd:simpleType>
{xsd:restriction base="xsd:string”>
<{xsd:enumeration value="FALSE”/>
{xsd:enumeration value="TRUE"/>
<{/xsd:restriction>
</xsd:simpleType>
{/xsd:attribute>
{/xsd:schema>



GUNZY)

KRR —E
K R4 B PNEZ S & PNEZ S
010 | BHEFKS 330 | BERBRE 650 | 4dEfRE
020 | BHFEHKRS 340 | MK 660 | AdTEKY
030 | BkEKYF 350 | MRS 670 | REESIER KRS
040 | NERKE 360 | HEERKY 680 | HrAKF
050 | AR 370 | HAEKF 690 | AARERKS
060 | HFERKS 380 | ALIRERIKE 700 | BARHERKT
070 | BIERY 390 | PEEERKRE 710 | BAKZE
080 | Koy KR 400 | WHEERKSE 720 | ERERKT
090 | BIKRY 410 | HIRERKS 730 | SEERRY
100 | KBREREER K 420 | BIRKE 740 | JLETRE
110 | RBsERIRS 430 | IERHEKS 750 | IKEBRF
120 | KBRASLKZE: 440 | Wk 760 | f@HKRFE
130 | KBRR% 450 | BMKRZE 770 | @R
140 | RlKRS 460 | m~UTUTERKE 780 | fAMKFE
150 | &K 470 | THERF 790 | REESLERKS
160 | BREKF 480 | B KFE 800 | HEHERKY
170 | #ha)IAl R 490 | BRRY 810 | BAffERIRTRL
180 | &RERKY 500 | fHRKRY 820 | duifmE ERARY
190 | &K% 510 | #UERYE 830 | ARy
200 | JkERI 520 | FRERER RS 840 | MMAMWEKT
210 | BEWEERKE 530 | HURERKE 850 | —HK¥
220 | dLEK¥ 540 | BURHRIRS 860 | HIFEKYF
230 | IERKE 550 | HRHBESERKY 870 | MK
240 | JUHERRS: 560 | KL FERKY 880 | IEK
250 | UMk 570 | BRKY 890 | AKX
260 | HEKF 580 | HIRKY 900 | ALK
270 | AEBASLERRS: 590 | ®ILKT 910 | MR
280 | HHKF 600 | fEKF 920 | BRERR
290 | WKy 610 | HiERKRE 930 | FRIIRSLERIRS:
300 | REARKT 620 | BEKF 940 | EREFELRY
310 | KRR 630 | WIKT 950 | HALERHER IS
320 | BEEKRT 640 | RIFKT 999 | AEOKF

1) REOAFPELSNIZFOBBIZ LY

FUT DAMB LV RITIBIEOARICHAE A TAIT D Z &,




(iR =C1)

WMSATEE N E R =R SR R

Je 7 DA PR

Ja i DURFEL D) K4

L. HRAEFE DN =T F

EE SRR SR8 H dUERR

TRER O FH %5 D Ja H

2. 165 m H Hm e

T AU ERIE D IR ER AL Ay F B

155k O Fl A

BTt ke e e D R

TR OB E HAEH B

LRI D Jm 15

S RZIR BRI A

S zinBREt s HAEA B

3. T/ BRI 5 Jm H S H

Ja tHFA H

Ja 0 3

2% Mm%k

Ji tH X5

T ERIED 30 H SR hes R L X 7y

Ik 1

ik H4EH H

ARl Yee!

€ D% DX kP

7= WO W T XL BT (RSO I O 4 B ONITAE e

NE -3 75

A

FITTE# 1

FITTE#2

S

LI HWERIR DIy K Oy E R

ko Kk OV &

AT — R 1

NE P& 75

A —kK

LR OG5k




TTDPIREED T E SN DN RE ST RN R AT

TESHDIRE X IIBR

KN

LT HPIRIED T E S D HITE K O &5

TrESHOHE, OHE

P G-t = — N 1

A2 5

BGRERa—R

{6 BR A 1] O 2L

Eji g S

B2 D FH

AR O FiIR

EL)

TERBRE B R

T RERBRAE B (BB ES)

TEPERA (G

LI DWIRIE DRI RIR A

L7 DRI D L K O E1F

MER O &

P G- = — R 1

JIE P2

BGRERa—R

el

PG HAFH H

w7 HEHH

HA1E OFH A s

1RO HAMEE IR T D1F R

NE -3 7

e HAHEE K4

M

{6 B B = Bl D3R B R R B Sl R R B 9515

NE P36 75

16 B B (= il 0 oA

{6 B A = B oD BT B B R

{6 R R B = il O TR




TRBROMH (WEf) K OVE BRI B4 235 O 2 T —FiE % 7t ¥ 54 (B2 £ 55 7t (CRO) ) @
K4h  EFT KR OZRE 92 5655 O #ilH

JIE Fr- 2 75

KA

(BB

¥ A2

ZRt T DR DOHiH

F7- AR IR D ZF DD
TR NTVEDO X GR LT DY) 2 AW HIEER

% DA

%A 9 0% H DR

AW BRI ZHE TE D ROA DR 2 O D TRER

%Y A A

XSS DT =AW S DB 5

%M DA

g p— g BB T AR ER

%M DA

< DA

S B9 OO
IR RER OALE AT

% DA TR

[E] BRI [R5 B

%Y DA

N

7 A SR ST R

%M DA

<~ AR — XK RERZ ] H U= B

%M DA

=% ISP DI BRI O 3 D8 iias .55 D L

%M DA

A2 5

Rl

< DA

fi 45

EF 75

N




Ji IR R
R 1

NEFF-3& 75

R

fii 5

5 E HA B 21

NIE P2 7

1615R | 38 O Fd Al

HOIRZ I L LHET HF

Ji HE DL B

Jm i OUREHE D) KA

FITTE 11

AT H12

FEa—F

Je HHAH 2 38 D5

HHF D KA

HU 2 DPTE

a7

FAXZ 5 XIA—/LT R A

MO | S ERGE S ISR D IR R

NE -2 7

oMK ARG S O G20

M | AMERGE S o (IREE ) K4 (30

PTAEHT (B 30)

AT L2 (FR30)

MR | S ERGE S H o4 FF (BHE SO

MR A A E RS 38 O (REFE o) K4y BHE SO

AT EHT (O E S0)

FrEH2 O E 30




4. BB IRBREE AR SAE = TRBRE A AR =5 (720982 BR<, ) DIF

NEFF-3& 75

=R R R RS A R R S LS D )

TSR G FH . YRR i 1 VAR PR 15 00 7 75+ 4 T 5

2 R

L A PRSE O R

ZOMDEE OFfh

TR BRI BE  TR BRI AR AR = | TR BREEH AR = X015

PR IR PR AF 2 — SR L DX ]

T OO TG OIRBRAE AR, TaBr i Ak tH =S | TaBriE A
B AE S (TR ZBRS, ) D]

= PV IZ BT HAEBIRTIL

TR BRAE R - TR B A PR = - TR BRI T i AE 2 (ET2 DB B & BR<, ) D 3 IH

30 H A XTI X 5y

BUEFT U E P (R I O P K O FTE Il

JIE P2 7

G2

AITE# 1

AIT{E H12

FEa—F

ik oy M OVoy B

AEa—RF

NEFy- % 7

FFa— R

&7k

T ESNDNEE XTI RN

TRESNDNEEIBR

TRESID 5K O EIF
TESHOHE,S OHE
G- = — N

JIE Fr- 2 5

BGRERa—R

15 BR E 18] O 2L

WE R




15 K OV B 1E

MELOHE

e i e N R

A P2 7

B G RERR R

ZF DO )
TN NTVEDO X G LT D E Y 2 AW DHIEER

A% DA

%S9 % H DR

AW R SRS HE E D ROA FN SR 2 O DHIRER

%Y O A

XSS DT =AW S DB

%M DA

a e p—ar i BT A1

%M DA

< DA

MK AN ERGE A (ST D 1E W

NE P2 75

oMK ANERE R/ 04 G20

oM S ERGE A O (G 0) R4 OF 30

ATE R 1 (F )

AT L2 (FRS0)

i SMEEAE | S ERGE S 04 FF (HESD

MR A ERUE 368 o (RE A o) R4y BHE SO

FTE# 1 (S ESC)

FrEH2 O E 30

< Ot 5

RITER S O 1




5. SR it 1= HE £ B 1

Fhii AR Z LD F IR

A% 7

SR it [ MR B D4 B

St 23R F

AITE 1

AT H12

a7

BB R RN B9 1

NE -2 7

BB R EERTO K4

R

T

B4 KA

TR ER 7y TH B2 il L2 B 4 S 1 i

NE P& 75

G ER 5 TH B Rill D o4

K4 LA in7s




TR B R TRBREE PR s AE 5 | TR BREE I R anH S O ER R W

JIE P2 7

ﬁ%ﬁ%%&%%ﬁ%%ﬁﬁ%\%%ﬁ%%&ﬁ%@%

TESRN (ANF) FE

AR

fo FH £

EIfE =

B E

SR i PR B T e R A K

SR it [ AR B A B

TBER O FHEIZ BE 52685 D — il T = R B B2 583 548 (IRBiiak S I (SMO) %) DK
4 AEFT R OZFET 2568 O#lH

A P2 7

KA

Farl

T2

EBRAE 10k Wi

EREEZBERICHTHER

NE P2 7

BEPN < SMEROD X Iy

EREALZESORESL DLW

FITE# 1

AT H12

< DA,

JHIE

Z IR L1 BE 1

NE -3 7

=R bn R A R R SR S S Dl

IGER AR 7y et 5 S IR R 5

Jea e

S D X 4y

S WD FER




(olkR=C2)

I

JEAE T B e R R I e AR A LR R

Pt

a

Je 7 DA PR

Ja i DURFEL D) K4

L. BRATFEDO A= Va[HHl R TRBRE A 298 H bR

TRER O FH %5 D Ja H

2. 165 m H Hm e

BBy

EL AN 2

Al 2 A% =

A1l 4 H H

3. JE I

Jm 4 H H

J 703 P % Ik s

J tH Xy 3

IR R

ik HEEH H

W B

ks

N3 5

N

JE F AT E R
HEH H

AP 7

R

ks

TR B BT 215

A P2 7

{65 E A OFEA

Ji 3 DL B

Jm i OURE A D) KA

FITTE 1

AT H2

EEa—F




J HHAH 2 38 D5

HEH DR

HYE DT

it 5

FAX®E 5 XIIA—=/LT R A




	【薬第1379号】「自ら治験を実施しようとする者による薬物に係る治験の計画の届出等に関する取扱いについて」の一部改正について（通知）
	【医薬薬審発0329第3号】「自ら治験を実施しようとする者による薬物に係る治験の計画の届出等に関する取扱いについて」の一部改正について
	【別添】改正後全文



