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(R 3)

XML SCEOHGEER (AF—~)

<{?xml version="1.0" encoding="utf-8"?7>
<{xsd:schema xmlns:xsd="http://www.w3. org/2001/XMLSchema”>

A— EAZEE BREOEBETERICGEEAT2ET 7 7 A Vi H T 5 XML SchemalZ & 2 XML EH#EIE E 7%

AF24E9 H 1 A LRI T D I8BE I EIZ OV T, U FOXML SchemalZ B3 X ER 4% = &,
B, AMAHFEIA 1 HETORIFMERTOFNZ LV JEITFHTELL X2,

BHOME S : 3.0.0

FATAEA A - SF24E8H31H
FATH AT RIE - ATERTA R EIRG A B
LT EIE

2,000 FEK2048H15H - fEROSGMUFANC L A CEEXMURANC L2 b DIZEE Lz,
3.0.00 BFZ2H8H 3 1H - AFscFRRMALSEICH: O mHEE OZTIZ3HER,

<{xsd:element name="CLINTRIALPLANNOTE”>
A— {BEBROFHEHEOfRH —>
<{xsd:complexType>
{xsd:sequence>
<{xsd:element name="VARIABLELABEL” type="xsd:string”/>
<{xsd:element name="INFOFORMVERSION” type="ATTR_UPDATE_TYPE”/>
A= LD A= 3 VIR —

(Z2>WT

<{xsd:element name="COMMONINFOCLINTRIALPLANNOTE” type="COMMONINFOCLINTRTALPLANNOTE_TYPE”/>

= 1RBRm M E R >
<{xsd:element name="INFONOTE” type="INFONOTE_TYPE”/>
A F- BRI T 2 mHEE —

<{xsd:element name="INFOCOMBINATION” type="INFOCOMBINATION_TYPE” minOccurs="0" maxOccurs="1"/>

== JREREERIZE, TRBREE BRI RN AR Y (7 D2 PR, ) Offil —

<{xsd:element name="INFOMEDICALINSTITUT” type="INFOMEDICALINSTITUT_TYPE” minOccurs="0" maxOccurs="1"/>

- EfFEREREG . —

<{xsd:element name="TNFOREFCLINTRTALPLANNOTER” type="TINFOREFCLINTRTALPLANNOTER_TYPE” minOccurs=

A— ZRT 2RBmHEHR —
<{/xsd:sequence>
</xsd:complexType>
{/xsd:element>
= 1RBRm M kE R —>
<xsd:complexType name="COMMONINFOCLINTRIALPLANNOTE_TYPE”>
{xsd:sequence>
<{xsd:element name="VARIABLELABEL” type="xsd:string”/>
{xsd:element name="TESTSUBSTANCEIDCODE” type="ATTR_UPDATE_TYPE”/>
<F*£ﬁ5%%£@%%ﬁ o
<{xsd:element name= TYPECLINTRIALS” type="ATTR_UPDATE_TYPE” />
A— RBROFEE —>

”0” maxOccurs="1"/>



<{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”/>

T rBEoYEEEFEA B —>

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

F7- DO R HEE >

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

element name="CLINTRIALPLANNOTEDATE” type="ATTR_UPDATE_TYPE” minOccurs="0" maxOccurs="1"/>
LA R HAEA B

quence>

xType>

A== T PRI T D EHFH —

{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”/>
mHFEA 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"/>
F 72 HHRIED30 H AR ISHRIEX 5y —>
element name="INFOPREMATURETERMINATION” type="INFOPREMATURETERMINATION_TYPE”/>
okt >
element name="INFONAMEADDRESSMANUFACTPLANT” type="INFONAMEADDRESSMANUFACTPLANT TYPE” minOccurs="0" maxOccurs="1"/>
F 7 DR OBIERT UL T (RBREIRILE) OAMKOEIE# —>
element name="INFOINGREDIENTQUANTITY” type="INFOINGREDIENTQUANTITY_TYPE” minOccurs="0" maxOccurs="1"/>
F 7 HHERIEDO Ry e Oy Tl ——>
element name="MANUFACTMETHOD” type="ATTR_UPDATE_TYPE” minOccurs="0" maxOccurs="1"/>
T DO RIE L —>
element name="INFOINTENDINDICATIONSEFFECTS” type="INFOINTENDINDICATIONSEFFECTS_TYPE” minOccurs="0" maxOccurs="1"/>
7 DRI D TE S D RhEE I RrEH —>
element name="INFOINTENDDOSAGEADMIN” type="INFOINTENDDOSAGEADMIN_TYPE” minOccurs="0" maxOccurs="1"/>
F HHHREOTE SN D L OHEFHR —>
element name="SUMMARYPROTOCOL” minOccurs="0" maxOccurs="1">
= 1RBRFHE 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— FTEHERELEHR —
<{xsd:element name="TARGETDISEASE” type="ATTR_UPDATE_TYPE”/>
A ET- WO GIRE —>
<{xsd:element name="INFODOSAGEADMIN” type="INFODOSAGEADMIN_TYPE”/>
A— F2EFEOEROCHEN®R —
<{xsd:element name="WHOLEDURATIONCLINTRIAL” type="WHOLEDURATIONCLINTRIAL_TYPE”/>
= SR —>
<{xsd:element name="REASONONEROUS” type="ATTR_UPDATE_TYPE”/>
A HEOBRERE —>
<{xsd:element name="CHARGEOUTPERSONCLINTRIAL” type="CHARGEOUTPERSONCLINTRIAL_TYPE”/>
A— BB OE HAEFICHET L ER —
<{xsd:element name="INFOCOORDINVESTIGATOR” type="INFOCOORDINVESTIGATOR_TYPE”/>
A 1RBRFREEA SO TR R L B SR EAMICBE T 2 ®) —
<{xsd:element name="INFOCRO” type="INFOCRO_TYPE”/>
= VRO (i) KOVEBEICET 2E5085 LM% %5tT 257 AREHEZIEHE (CRO) ) OR4A, FHIAKOEET 2 EBOHMA —>
{/xsd:sequence>
</xsd:complexType>
<{/xsd:element>
<{xsd:element name="INFOOTHERS_PRIMARY” minOccurs="0" maxOccurs="1">
A— FE2HBREOZOMOFEHR —>
<{xsd:complexType>
<{xsd:sequence>
{xsd:element name="VARIABLELABEL” type="xsd:string”/>
<{xsd:element name="INFOCLINTRIALWITHDRUGCARTAGENA” type="INFOCLINTRIALWITHDRUGCARTAGENA_TYPE”/>
= AN EATFEONG L 72 D3 AV DIRHR —>
<{xsd:element name="INFOCLINTRIALWITHBIOLOGICALPROD” type="INFOCLINTRIALWITHBIOLOGICALPROD_TYPE”/>
A AYm R ICREN RIAEN 23 M A2 2 1pR —>
<{xsd:element name="INFORESEARCHFORCODX” type="INFORESEARCHFORCODX_TYPE”/>
A== 3T D a L =4 BRSO —>
<{xsd:element name="INFOCLINTRIALFORCOMBINATIONPROD” type="INFOCLINTRIALFORCOMBINATIONPROD_TYPE”/>
A= arvexr—va VRGBT 5168 —
<{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= HEZm BT 5 oMo HR —>
<{xsd:complexType>
<{xsd:sequence>
{xsd:element name="VARIABLELABEL” type="xsd:string”/>
<{xsd:element name="INFOEXPANDEDACCESSPROG” type="INFOEXPANDEDACCESSPROG_TYPE”/>
A— ERRBROAME T —>
<{xsd:element name="INFOGLOBALCLINTRIAL” type="INFOGLOBALCLINTRIAL_TYPE”/>
- EBEIEFRR —
<{xsd:element name="INFOCLINTRIALINCLUDINGGENETEST” type="INFOCLINTRIALINCLUDINGGENETEST TYPE”/>
A— 7 LREEEEZLIRR —>
<{xsd:element name="INFOPRODUSINGMDCLINTRIAL” type="INFOPRODUSINGMDCLINTRIAL_TYPE”/>



A— <A 7 8 F—XERABRZFH LR HE —>
<{xsd:element name="INFOCOMBEQUIPMENT” type="INFOCOMBEQUIPMENT_TYPE”/>
= ¥ m BT 21RO T 28 as RS oRt#l —>
<{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 JREIRAMER —>
<{xsd:element name="INFOPERSONFILLNOTE” type="INFOPERSONFILLNOTE_TYPE”/>
A RBREHEICET 2 FHR —
{xsd:element name="INFOFOREIGNMANUFACTURER” type="INFOFOREIGNMANUFACTURER_TYPE” minOccurs="0" maxOccurs="1"/>
= WpAMEIEE . SNERGEEE BT AR —
{/xsd:sequence>
<{/xsd:complexType>
== VRBRAE SR, TRBRGE AR Y . TRBREE A LAY (- 2B AR, ) 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— EFEE —>
<{xsd:element name="COMB_PRODUCTCATEGORY” type="ATTR_UPDATE_TYPE”/>
A= EIEGEEES B AEERER L OB —>
<{xsd:element name="INFOCOMBINATIONID”>
= JRBRME SR, JRBROE RS Y . TRRREE RS Y O S - AFr%E —>
<{xsd:complexType>
{xsd:sequence>
{xsd:element name="VARIABLELABEL” type="xsd:string”/>
<{xsd:element name="COMBINATION_ID” type="ATTR_UPDATE_TYPE”/>
A== F - AFE —
<{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”>
= JRBRMEFZE, RRREE 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”/>
== BRERIK e B OFSE L A % 2 —3E 7 oKl —>
{xsd:element name="OTHERCOMBINATIONCATEGORY” type="ATTR_UPDATE_TYPE” minOccurs="0" maxOccurs="1"/>
A— ZOMOEGEOIRRERAIE, RS AESRHEY . R RS EL O —>



{/xsd:sequence>
{/xsd:complexType>
{/xsd:element>
<{xsd:element name="COMB_APPLICATIONSTATUS” type="ATTR_UPDATE_TYPE”/>
A== ENIZB T 2RI —>
<{xsd:element name="COMB_INFONOTE”>
= JRBRAE SR, TRBRME 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 FHAR R IR X oy —>
{xsd:element name="COMB_INFONAMEADDRESSMANUFACTPLANT” type="COMB_INFONAMEADDRESSMANUFACTPLANT TYPE” minOccurs="0" maxOccurs="1"/>
== BUEFT X E N QGBREERMLE) OLAFRK O —>
<{xsd:element name="COMB_INFOINGREDIENTQUANTITY” type="COMB_INFOINGREDIENTQUANTITY_TYPE” minOccurs="0" maxOccurs="1"/>
== iy Oy Bl —>
<{xsd:element name="COMB_MANUFACTMETHOD” type="ATTR_UPDATE_TYPE” minOccurs="0" maxOccurs="1"/>
A-— BUEHE —>
{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— FEIND BIELOHEFH —
{xsd:element name="COMB_SUMMARYPROTOCOL” minOccurs="0" maxOccurs="1">
= BB O —>
<{xsd:complexType>
{xsd:sequence>
<{xsd:element name="VARIABLELABEL” type="xsd:string”/>
<{xsd:element name="COMB_TARGETDISEASE” type="ATTR_UPDATE_TYPE”/>
A XIBPRE —>
<{xsd:element name="COMB_INFODOSAGEADMIN” type="COMB_INFODOSAGEADMIN_TYPE”/>
A— AEEOHEE®R —
<{/xsd:sequence>
</xsd:complexType>
<{/xsd:element>
<{xsd:element name="COMB_OTHERCOMMENTS” minOccurs="0" maxOccurs="1">
N— ZoMofE® —>
<{xsd:complexType>
{xsd:sequence>
<{xsd:element name="VARIABLELABEL” type="xsd:string”/>
<{xsd:element name="COMB_INFOCLINTRIALWITHDRUGCARTAGENA” type="INFOCLINTRIALWITHDRUGCARTAGENA_TYPE”/>
A== HNEANFIEORR L 2 D5 E DR —
<{xsd:element name="COMB_INFOCLINTRIALWITHBIOLOGICALPROD” type="INFOCLINTRIALWITHBIOLOGICALPROD_TYPE”/>
A— iR EN RIAEN LM E N D1RR —
<{xsd:element name="COMB_INFORESEARCHFORCODX” type="INFORESEARCHFORCODX_TYPE”/>
A—= FHET 2 a3 =F U BWEREORFE —>
<{xsd:element name="COMB_INFOCLINTRIALFORCOMBINATIONPROD” type="INFOCLINTRIALFORCOMBINATIONPROD_TYPE”/>
A— arbexr—ya ®/ECBETER —
<{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"/>
= WEAMKIES . SNERLEES ICRET A EH —
<{xsd:element name="COMB_REMARKS” type="ATTR_UPDATE_TYPE” minOccurs="0" maxOccurs="1"/>
A— ZoffEs —>
{xsd:element name="COMB_PRESENCEADRREPORT” type="ATTR_UPDATE_TYPE”/>
A— EER®EOAE —>
{/xsd:sequence>
{/xsd:complexType>
{/xsd:element>
<{/xsd:sequence>
{/xsd:sequence>
</xsd:complexType>
= FEhaERAER TG ®R —>
<{xsd:complexType name="INFOMEDICALINSTITUT_TYPE”>
{xsd:sequence>
<{xsd:element name="VARIABLELABEL” type="xsd:string”/>
{xsd:element name="INFOEACHMEDICALINSTITUT” type="INFOEACHMEDICALINSTITUT_TYPE”/>
= EFEEREREZ E OFE —>
{xsd:element name="FOOTNOTE” type="ATTR_UPDATE_TYPE”/>
A== JHE —>
{/xsd:sequence>
<{/xsd:complexType>
A— 2RI 2IRBPmMEHR —
<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— EFEEs —>
<{xsd:element name="REF_PRODUCTCATEGORY” type="ATTR_UPDATE_TYPE”/>
= EIEGEEES B AEERER L OB —>
<{xsd:element name="REF_INFOTESTSUBSTANCEIDCODE” type="ATTR_UPDATE_TYPE”/>
== VRBRA S RL B U TR BRERAIRE S —>
<{xsd:element name="REF_SERIALNOTENUM” type="ATTR_UPDATE_ TYPE”/>
A= JgHiEE —>
<{xsd:element name="TYPEREFFERENCE” type="ATTR_UPDATE_TYPE”/>
A— ZHROXsy —>
<{xsd:element name="CONTENTS” type="ATTR_UPDATE_ TYPE”/>
A— BROFEM —>
<{/xsd:sequence>
{/xsd:sequence>
<{/xsd:complexType>
A= R fEH —>
<{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— ZOHOFHSRYL —>
{/xsd:sequence>
<{/xsd:complexType>
== E72 2 WSRO RGEFT UL E T (RS ILE) 04K OFE —>
<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— EFEE —>

<{xsd:element name="SPONSOR_NAME” type="ATTR_UPDATE_TYPE”/>
A== 2% —>

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

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

<{xsd:element name="MANUFACTURERIMPORTERCODE” type="ATTR_UPDATE_TYPE”/>
= XF=—F —
<{/xsd:sequence>
{/xsd:sequence>
<{/xsd:complexType>
A== e 2P O B Oy &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— A a— FEHR —>
{/xsd:sequence>
<{/xsd:complexType>
A F2HRIEOTE SN DR UIEREHR —>
<{xsd:complexType name="INFOINTENDINDICATIONSEFFECTS_TYPE”>
{xsd:sequence>
<{xsd:element name="VARIABLELABEL” type="xsd:string”/>
<{xsd:element name="INTENDINDICATIONSEFFECTS” type="ATTR_UPDATE TYPE”/>
A FEENDEIIHFE —>
{xsd:element name="EFFICACYCLASSCODENUMBER” type="ATTR_UPDATE_TYPE”/>
— FERHERG —
{/xsd:sequence>
<{/xsd:complexType>
A= ELEDHBIROTEIND EROHERE® —
<xsd:complexType name="INFOINTENDDOSAGEADMIN_TYPE”>
{xsd:sequence>
<{xsd:element name="VARIABLELABEL” type="xsd:string”/>
{xsd:element name="INTENDDOSAGEADMIN” type="ATTR_UPDATE_TYPE”/>
A— TN IEEOHE —



{xsd:element name="INFOADMINROUTECODE” type="INFOADMINROUTECODE_TYPE”/>
A== B HRE = — FME#®R —>
{/xsd:sequence>
</xsd:complexType>
A—HI 22— FME#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— EFEE —>
<{xsd:element name="DOSAGEFORMCODE” type="ATTR_UPDATE_TYPE”/>
A== Flg=—F —>
<{/xsd:sequence>
{/xsd:sequence>
<{/xsd:complexType>
A FERE 2 — NEHR —
<{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— EFEE —>
<{xsd:element name="ADMINROUTECODE” type="ATTR_UPDATE_TYPE”/>
A— HTEREa—F —>
<{/xsd:sequence>
{/xsd:sequence>
<{/xsd:complexType>
A= TESREBIER —>
<xsd:complexType name="INFOPLANNUMSUBJ_TYPE”>
{xsd:sequence>
<{xsd:element name="VARIABLELABEL” type="xsd:string”/>
{xsd:element name="PLANNUMSUBJTESTPRODUCT” type="ATTR_UPDATE_TYPE”/>
— TEHEER (WBRE) —
{xsd:element name="PLANNUMSUBJECTSTOTAL” type="ATTR_UPDATE_TYPE”/>
A— TEHEER (B3 —
{/xsd:sequence>
<{/xsd:complexType>
A= T D WRIEO LK 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== B HREE = — FE#® —>
{/xsd:sequence>
<{/xsd:complexType>
- SRR ——>
<{xsd:complexType name="WHOLEDURATIONCLINTRIAL_TYPE”>



{xsd:sequence>

<{xsd:
<{xsd:

I

<{xsd:

-

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

element name="STARTDATECLINTRIAL” type="ATTR_UPDATE_TYPE”/>
BMEHFEA R —>

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

{/xsd:sequence>
<{/xsd:complexType>
A== HNVE T IEORGR L 22 D55 W E DR —
<{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"/>

HETLHOOFR —>

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

<{xsd:

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

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

Y ORES >

{/xsd:sequence>
<{/xsd:complexType>
A= 3T D a v =4 U BREEREDORE —
<{xsd:complexType name="INFORESEARCHFORCODX_TYPE”>
{xsd:sequence>

<{xsd:
<{xsd:
I

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

{/xsd:sequence>

<{/xsd:complexType>

A— arbexr—ya U ®/EICETER —

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

<{xsd:
<{xsd:
<

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

{/xsd:sequence>

<{/xsd:complexType>

= ERRFRBR O —>

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

<{xsd:

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

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

YO ES >

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



- HEHPRIERRR —>
<{xsd:complexType name="INFOGLOBALCLINTRIAL_TYPE”>
{xsd:sequence>
<{xsd:element name="VARIABLELABEL” type="xsd:string”/>
{xsd:element name="APPLICABLEORNOT” type="ATTR_UPDATE_TYPE”/>
A— U OFME —>
<{xsd:element name="CONTENTS” type="ATTR_UPDATE_TYPE” minOccurs="0" maxOccurs="1"/>
Ad— NE —
{/xsd:sequence>
<{/xsd:complexType>
A== 5 MESEEETIRR —
<{xsd:complexType name="INFOCLINTRIALINCLUDINGGENETEST_TYPE”>
{xsd:sequence>
<{xsd:element name="VARIABLELABEL” type="xsd:string”/>
{xsd:element name="APPLICABLEORNOT” type="ATTR_UPDATE_TYPE”/>
A— U OFME —>
{/xsd:sequence>
<{/xsd:complexType>
A—= <A 278 F—XERABRZFH LZARLE —>
<{xsd:complexType name="INFOPRODUSINGMDCLINTRIAL_TYPE”>
{xsd:sequence>
<{xsd:element name="VARIABLELABEL” type="xsd:string”/>
{xsd:element name="APPLICABLEORNOT” type="ATTR_UPDATE_TYPE”/>
A— U OFMEE —>
{/xsd:sequence>
<{/xsd:complexType>
== YR I BT 21RO T 2 as R E oRt#l —>
<{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— EFEEs —>
<{xsd:element name="CONTENTS” type="ATTR_UPDATE_ TYPE”/>
Ad=—=HNE —

<{/xsd:sequence>
{/xsd:sequence>
<{/xsd:complexType>
A= fii%5 —>
<{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— EFEEs —>
<{xsd:element name="DETAIL” type="ATTR_UPDATE_TYPE"/>
A== HNE =

<{/xsd:sequence>



{/xsd:sequence>
<{/xsd:complexType>
A= JREIRMER —
<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— ERfHw®R —>
<{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— EFEE —>
<{xsd:element name="NAMEDOC” type="ATTR_UPDATE_TYPE”/>
A B —>

<{/xsd:sequence>
{/xsd:sequence>
<{/xsd:complexType>
A— BHROEHEBEICET HHEHR —
<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— EFEEs —>
<{xsd:element name="CHARGEOUTPERSONNAME” type="ATTR_UPDATE_TYPE”/>
A— HHAEERA —
<{xsd:element name="VALIDITYREASONS” type="ATTR_UPDATE_TYPE”/>
A= 4 —>
<{/xsd:sequence>
{/xsd:sequence>
{xsd:attribute ref="NOVALUE” use="optional”/>
</xsd:complexType>
= 1RBRFAEE AT OB T B S M BT 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”/>
— 1RBRFREEERI O K4 —>
{xsd:element name="NAMEMEDICALINSTITUT” type="ATTR_UPDATE_TYPE”/>
A VBT E AT OFT R AR —>



<{xsd:element name="KEYINVEST AFFILIATION” type="ATTR_UPDATE_TYPE”/>
= RBRFREEERTOTE —>
{/xsd:sequence>
{/xsd:sequence>
{xsd:attribute ref="NOVALUE” use="optional”/>
<{/xsd:complexType>
A= IRBROKIE (i) KOVEHICET XG0S L —ME%itT 257 GIREEZHE (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— EFEE —>
<{xsd:element name="CRO_NAME” type="ATTR_UPDATE_ TYPE”/>
Ad— K4 —

<{xsd:element name="CRO_ADDRESS1” type="ATTR_UPDATE_TYPE”/>
A—A{EfT1 —
<{xsd:element name="CRO_ADDRESS2” type="ATTR_UPDATE_TYPE”/>
A—A{Efr2 —
<{xsd:element name="CRO_SERVICE” type="ATTR_UPDATE_TYPE”/>
== ZFET D HEBOMME —>
<{/xsd:sequence>
{/xsd:sequence>
{xsd:attribute ref="NOVALUE” use="optional”/>
</xsd:complexType>
A= R HF BT o 1w >
<{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”/>
<= R HE ORI —>
{xsd:element name="APPLICAT NAME” type="ATTR_UPDATE_TYPE”/>
A— JathE L —>
<{xsd:element name="APPLICAT REP_NAME” type="ATTR_UPDATE_TYPE”/>
A— JaHHE O ((REE D) K4 —>
<{xsd:element name="APPLICAT_ADDRESS1” type="ATTR_UPDATE_TYPE”/>

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

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



{/xs

{/xsd:se
{/xsd:sequen
<{/xsd:complexTyp
= WpoMEKHEE
<{xsd:complexType
<{xsd:sequenc

A— HYFDORL —>
<{xsd:element name="APPLICAT_PERSON_TITLE” type="ATTR_UPDATE_TYPE”/>
A— Y EOFE —>
<{xsd:element name="APPLICAT_TELNUM” type="ATTR_UPDATE_TYPE”/>
|- \EIEEKE —
<{xsd:element name="FAXNUMBER” type="ATTR_UPDATE_TYPE”/>
A= FAXEZXUIA—NLT FL A -
<{/xsd:sequence>

</xsd:complexType>

d:element>

quence>

ce>

e>

SMEFELEEE T AR —>

name="INFOFOREIGNMANUFACTURER_TYPE”>

e

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

{xsd:seq
<{xsd
=
<{xsd
=
<{xsd
=
<{xsd
=
<{xsd
=
<{xsd
=
<{xsd
=
<{xsd
=
<{xsd
U=

{/xsd:se

{/xsd:sequen
<{xsd:attribu
<{/xsd:complexTyp

uence minOccurs="1" maxOccurs="unbounded”>

‘element name="SERIALNO1” type="ATTR_ADD_TYPE”/>

B —>

‘element name="FOREIGN_SPONSOR_NAME” type="ATTR_UPDATE_TYPE”/>
WIMEIE S, SNERLEES 04 R (50 —>

‘element name="FOREIGN_SPONSOR_REP_NAME” type="ATTR_UPDATE_TYPE”/>
WEIMEIEE . AMERLEEE O ((REFD) K4 ) —

‘element name="FOREIGN_SPONSOR_ADDRESS1” type="ATTR_UPDATE_TYPE”/>
e 1 (D) —>

‘element name="FOREIGN_SPONSOR_ADDRESS2” type="ATTR_UPDATE_TYPE”/>
e 2 (Fs0) —>

‘element name="FOREIGN_NAME_FRGNLNG” type="ATTR_UPDATE_TYPE”/>
WIMEIE S, SNERLEES 04 R GMESD —>

‘element name="FOREIGN_SPOMSPR_REP_NAME_FRGNLNG” type="ATTR_UPDATE_TYPE”/>
WIMEIE S, SMERLEER O (REFO) K4 GLESD —

‘element name="FOREIGN_ADDRESS1_FRGNLNG” type="ATTR_UPDATE_TYPE”/>
PrfEfi 1 GESD)  —>

‘element name="FOREIGN_ADDRESS2_FRGNLNG” type="ATTR_UPDATE_TYPE”/>
PrfEf 2 GHESD)  —>

quence>

ce>

te ref="NOVALUE” use="optional”/>

e

= BUEFTUTE DT (RRIERME) 04K OFITER —>

<{xsd:complexType
{xsd:sequenc

name="COMB_INFONAMEADDRESSMANUFACTPLANT_TYPE”>
e>

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

{xsd:seq
<{xsd
<=
<xsd
<=
<xsd

uence minOccurs="1" maxOccurs="unbounded”>

‘element name="SERIALNO2” type="ATTR_ADD_TYPE”/>

&5 —>

‘element name="COMB_SPONSOR_NAME” type="ATTR_UPDATE TYPE”/>
AR >

‘element name="COMB_SPONSOR_ADDRESS1” type="ATTR_UPDATE_TYPE”/>



<A-- PFrfEH 1 >
<{xsd:element name="COMB_SPONSOR_ADDRESS2” type="ATTR_UPDATE_TYPE”/>
<-- FrfEH 2 >
<{xsd:element name="COMB_MANUFACTURERIMPORTERCODE” type="ATTR_UPDATE_TYPE”/>
A—FFa—F —>
<{/xsd:sequence>
{/xsd:sequence>
</xsd:complexType>
A= pmy RO &EiGH —>
<{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 RNER —>
<{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 FEENDEIIHHFE —>
{xsd:element name="COMB_EFFICACYCLASSCODENUMBER” type="ATTR_UPDATE_TYPE”/>
U EANTE —
{/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— TEEN BIEEOHE —
{xsd:element name="COMB_INFOADMINROUTECODE” type="COMB_INFOADMINROUTECODE_TYPE”/>
A== BHRE = — FE® —>
{/xsd:sequence>
<{/xsd:complexType>
A—H =2 — FEH —>
<{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— EFEE —>
<{xsd:element name="COMB_DOSAGEFORMCODE” type="ATTR_UPDATE_TYPE”/>
A—= Fa—F —>
<{/xsd:sequence>
{/xsd:sequence>
<{/xsd:complexType>



A HERE = — NEHR —
<{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— EFEE —>
<{xsd:element name="COMB_ADMINROUTECODE” type="ATTR_UPDATE_TYPE”/>
A— HTEREa—F —>
<{/xsd:sequence>
{/xsd:sequence>
</xsd:complexType>
A— AEEOHEE®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— RELAUHRE —
{xsd:element name="COMB_INFOADMINROUTECODE” type="COMB_INFOADMINROUTECODE_TYPE”/>
A== BeHRE = — FME#® —>
{/xsd:sequence>
<{/xsd:complexType>
= yEpMEKIEE . 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— EFEE —>
<{xsd:element name="COMB_FOREIGN_SPONSOR_NAME” type="ATTR_UPDATE_TYPE”/>
= MppMEKIEE | SMEREET OAR (B30 —
<{xsd:element name="COMB_FOREIGN_SPONSOR_REP_NAME” type="ATTR_UPDATE_TYPE”/>
A= WpMEHEE | SNEREEE O (REEFO) KA 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— FrE 2 30 —>
<{xsd:element name="COMB_FOREIGN_NAME_FRGNLNG” type="ATTR_UPDATE_TYPE”/>
A= WSS | SNERLEEE 04T OMESD) >
<{xsd:element name="COMB_FOREIGN_SPOMSPR_REP_NAME_FRGNLNG” type="ATTR_UPDATE_TYPE”/>
A MpMEkEE . SNEREEE O (REF D) R4 GHEDD) —>
<{xsd:element name="COMB_FOREIGN_ADDRESS1_FRGNLNG” type="ATTR_UPDATE_TYPE”/>
A— FifE 1 GMESD)  —
<{xsd:element name="COMB_FOREIGN_ADDRESS2_FRGNLNG” type="ATTR_UPDATE_TYPE”/>
A— FifEf 2 GMESD)  —
<{/xsd:sequence>
{/xsd:sequence>
{xsd:attribute ref="NOVALUE” use="optional”/>
</xsd:complexType>
= PRI = & 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= FEJaBHE -
<{xsd:element name="INSTITUTE_ADDRESS1” type="ATTR_UPDATE_TYPE”/>

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

<{xsd:element name="INSTITUTE_TELNUM” type="ATTR_UPDATE_TYPE”/>
A WilFD —>
<{xsd:element name="INFOINVESTIGATOR” type="INFOINVESTIGATOR TYPE”/>
— JRBRETERNC T 2 EH —>
{xsd:element name="INFOSUBINVESTIGATOR” type="INFOSUBINVESTIGATOR TYPE”/>
= BB MERINIC T A W —>
<{xsd:element name="INFOQUANTITIESINVESTPRODUCT” type="INFOQUANTITIESINVESTPRODUCT TYPE”/>
== JRBRME IR, JRBAME MRS FE Y IR AR A S A B —>
<{xsd:element name="PLANNUMSUBJMEDICALINSTUTUT” type="ATTR_UPDATE_TYPE”/>
= FESEERSEE T ERRE R —
<{xsd:element name="NUMSUBJENROLLINSTITUTION” type="ATTR_UPDATE_TYPE”/>
= SRR R S —>
<{xsd:element name="INFOSMOINMEDINST” type="INFOSMOINMEDINST TYPE”/>
A— IRBROFEMIZEAT 2 B0 —# % FHEREBEN O 25T 5% (B SHEMERE (SMO) %) ORA, FHKOZEIET (B OHM —>
{xsd:element name="INFOIRB” type="INFOIRB_TYPE”/>
A— EREAZBRICET 2HEH —
<{xsd:element name="0THERS” type="ATTR_UPDATE_TYPE”/>
A— Zofh —>
{/xsd:sequence>
{/xsd:sequence>
</xsd:complexType>
A IRBRETERICET 2 HH —
<{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— BBREMTEMO KA —>
<{xsd:element name="NUMMEDICALSCHOOL” type="ATTR_UPDATE_TYPE”/>
A— REEF —>
<{xsd:element name="GRADUATYEARMEDICALSCHOOL” type="ATTR_UPDATE_TYPE”/>
(I ZEZEFE —
{xsd:element name="CHIEFINVEST_PRONOUNCE” type="ATTR_UPDATE_TYPE”/>
A— KA LB —>



{/xsd:sequence>
{/xsd:sequence>
</xsd:complexType>
A= IRBROHERICET 2 1HH —
<{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 KA —>
<{xsd:element name="INVEST_PRONOUNCE” type="ATTR_UPDATE_TYPE”/>
A— KA LB —>
{/xsd:sequence>
{/xsd:sequence>
</xsd:complexType>
== JRBRME IR, JRBRA0E MRS FE Y TR AL AE S S Bl . —>
<{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”/>
= TRBRME IR, TRBRE FMEERFE Y, RS Y DA —>
<{xsd:element name="QUANTITIESPLANNED” type="ATTR_UPDATE_TYPE”/>
A— FERMN (ANF) #HE —
<{xsd:element name="QUANTITIESSUPPLIED” type="ATTR_UPDATE_TYPE”/>
A= ZEfHgE >
<{xsd:element name="QUANTITIESUSED” type="ATTR_UPDATE_TYPE”/>
A= fER%E
{xsd:element name="QUANTITIESWITHDRAWN” type="ATTR_UPDATE_TYPE”/>
A= [EN g >
{xsd:element name="QUANTITIESABROGATED” type="ATTR_UPDATE_TYPE”/>
A-- PEEESGR >
{/xsd:sequence>
{/xsd:sequence>
</xsd:complexType>
A= RO FEMIZEAT 5 B O —# % FHEHREREN O 23T 5% (RBERSHEMKRE (SMO) %) R4, FHTKOZEIET 2 (B OHME —>
<{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—fFF1 —>



<{xsd:element name="SMO_ADDRESS2” type="ATTR_UPDATE_TYPE”/>
A— fFFF2 —>
{xsd:element name="SMO_SERVICE” type="ATTR_UPDATE_TYPE”/>
A ZFET D EBOFH —>
{/xsd:sequence>
{/xsd:sequence>
{xsd:attribute ref="NOVALUE” use="optional”/>
</xsd:complexType>
A= FREEZEXCHTDHER —
<{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— EFEE —>
<{xsd:element name="TYPEIRB” type="ATTR_UPDATE_TYPE”/>
A= Bt - SR O XSGy —>
<{xsd:element name="I1RB_OWNER_NAME” type="ATTR_UPDATE_TYPE”/>
A— IEFEERBROBRBEOLT —
<{xsd:element name="IRB_ADDRESS1” type="ATTR_UPDATE_TYPE”/>

<A-- PrfEHE 1 >
<{xsd:element name="IRB_ADDRESS2” type="ATTR_UPDATE_TYPE”/>
<A-- FrfEHi 2 >

<{/xsd:sequence>
{/xsd:sequence>
{xsd:attribute ref="NOVALUE” use="optional”/>
</xsd:complexType>
A-—mA —
<{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—1mB (EFEFH) —
<{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— THH NOVALUEJ@MEfT& —>
<{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&#: ——>
{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>



(B 4)

FH K4 FH PNEZ HH PNEZ
010 | BHERKNE 330 | BHERBKRY 650 | &lEfRE
020 | BHERANE 340 | mEkE 660 | AETERYE
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320 | BERKF 640 | RiRgKE

) RFEOAHPEL SNTHEOBMBIZ L AT 24HNRWGEICIIBIEOLFICHAR A TANT D L,




(oA =C1)

MIATBIE ANER G ERESRAEEEER B

J&HE DA PR

J&HE OREE D) K4

|1. BREDNA—Va g

|35 0B R A fn24E8 H R IERR

BBROFFEZDEH

2. IRBJE H3L@HIE

EHBREOIRRRO TS

BB O

EBHBRIEOMEE HZATE =

EBEBIROHEEHEA R

FE7- BRI D JE H B

YRR EE RN RS

LRIRBREEEHSA B

3. B HEBREICETH/EHEE

Je %A A

JE 53

ZEEEK

JE XS5y

E7DHERIED30 H AE A S HRBRE X 55

LG &

Tk B4R B

HrIEFRE

Z DR DR KDL

7D PBREORUERT UL E T (EBRIERME) D4 F % OBTFEH!

JEFF28 5

Gali)

FrE#1

FTEHI2

¥EH2—F

ERDEBREDOES RV EIER

(RS RO &

A= —NER

JEFF28 5

A= —I

| BB OB ik




E RO T ESNDPREXIIZIRER

TRESNDBRE IR

KN TEES

FEHBREO T ESNDAELVHEER

[ FESNSHERVAER

BREBEBEaI—NER

JEFF28 5

B EERa—F

TRBRFT I OB

Kt EEHBAIE S

PR ¥E DA

HRERDOELE

HHY

TREBBRE AR

T REERE B (PR EK)

TREEBRE L (G5

| B EBEORBER

EHEBEORAERCHERR

[RBRORE

BRE5BEBEa—NER

JIE 72

B SRR

KAt

BAtRH4H R

KTHFERB

[ERomEmE

BBROEHAAEECETIER

JE 72

EHAABEERA

T b

BBRREENXIRBRRAEEZESEREMICE T 2ER

JEFF28 5

TRBRGREEM O K4

TRBR R =Rl O BT R B BE

RBGREE OB




BB OKIR (HER) R OB BICE T 2R B0 2R T —ME% 563 28 (R EHZFEHRE (CRO)) D
KR4, TR OEFET 5B O

JIE 72

K4

FERT1

P

EFETOEG OHIF

F-DBRIEDOZDMOER
ANBNTEOR R LD Y% VD165

FREOHES

BET SRR

AW BRI ES RIAEN SR EAVSIER

[y oEES |

RIS B S BRSSO BI%

[UDHE |

arex—var BB 5RR

EEor |

|zt |

YR T3 EnMoER
EERRBR DAL BT

e

EERERIGR

EET2LE:S

NE

T ) IRESEEETIRR

[UDHE |

<A7ul —XERABREFI AL E

EErr |

Y RZJE KB S IRBRIC O T oA RE ORER

EET2LES

JE 72

NE

l2ott

ikl

JE 72

NE




JEERATE R
HE4 1

JIE 72

B4

Uikl

BBJEHEICET5E®

JEFF28 5

TRBRE A OFER

HOIBREEMLIOETDH

JE & D4 FR

JEHEDO(REE D)KL

FrE#1

FTEHI2

¥EHa—F

JE I OF#

HYE DKL

HEEDOHR

BEED

FAXE B XIZA—NLVTRLVA

WBIMKIRE | S ERERE TR T AR

JIE 72

HSMKIRE | S ERESE 04 7 (30

BIMKIEE | S ERERE O(RFEE D) K4 (F30)

FrEH1 (FR30)

FTTEHI2 (FB30)

WM | SNERESRE 04 GHESD

AMEKEEE | SNERERE O(RKE D) K4 GHESD

FrE#1 (SHE )

FTEM2 (SHE30)




4. IRBRAE IR IR R AR 2 | TRBRAE A L1 S (7 DRI Z RS, ) DIF &

JIE 72

ERaERBES FAEEREREOH

TR I, IR AR Y | BRI RRHE S ORS - 4%

Uy

A

FL A EOTER

ZOMDGE OFEIR

BB, BB AMAE S | BB AR S X o fE 8

BRI PRI PERE LV AF 2 — R LD X

TOMOD LG OIRERM K, BEAE A, BB
B Y (LT BBREEZ RS, ) DH

ENICBIT AR

TRBRAE 3R - TR BROE AR AR 2 - TR BR B AL R 2 (7 DB 2 BR<, ) /B HFIH

[30 A AR ERSHBRIER 5 |

BUERT U ERT (BRI HLE) DL FF R OBTHEHY

JEFF28 5

Gali)

FrE#1

FTEHI2

¥EHa—F

o RO BE#

(RS RO &

F=—NER

JEFF28 5

A= —F

| ik

TRESNDFREIIHRER

TRESNDOFREXIIZIR

KA EE S

TESNDAERUCHERR

| PESWIRBEERVHE

BRE5EBEa—NER

JE 72

BREREEa—F

BBRHEOME

EEa:




AEBERCHER#R

[RBRORE

BRE5EBEa—NER

JE 72

B SRR

ZFOMDIEHR
HIVENT DB LIR 5 % W HIE8R

FYDOFES

BH T HHADTER

AW RS I ED RIA TN 58 Y Z A WHIER

%% o %

XA N=F L BWTEEOBR

(U oHE

a b p—ar B EICET A58

EE

=

WSMKIRE | S ERERE TR T AR

JE 72

HSMKIRE | S ERESEE 04 7 (30

BIMKIEE | S ERERE O(RFEE D) K4 (F30)

FIEHL1 (FR30)

FTTEHI2 (FB30)

WM | SNERESRE 04 GHESD

AMEKEEE | SNERERE O(RKE D) K4 GHESD

FrE#1 (SHE )

FTEM2 (SHE30)

[ eottlEE

[BIERSEDEE




5. SEHE LB IE &

KRBT LD FIH

JEFF28 5

S B R B D 40

K2R

PTEH1

FTE#2

BEED

RBRREEICEE 5

JEFF28 5

EREEEMDOKA

REFEBF

ZREF

RAXHH7

BB ERICEE 5 E®

JIE 72

BB HER D K4

KR4 X B0




TRBRE K, IBBRAE AR S | IR AR S OB R

JEFF28 5

TRBREE AR, 1B BGE AR S | TRBRBE IR S D4

7N

TERMN (AR EKE

A $E

EHR%E

B S

B E

H i EFRBEBE T E R A K

S i = e B R A 2

TRBR D FH 2B 95 B D—ER & E i RO R FET 5F (BRI B (SMO) %) DK
% TR OERET DR L O#iH

JEFF28 5

K4

=G

ERT2

EFETOEBOHH

BREEZASCHTIER

JE 72

BEA - SMERD X Sy

BREEZESOREE DL

FrE#1

FTEHI2

[zt |

By |

ZRIBBRELER

JEFF28 5

ERdh ERES S FEERSRADR]

TBBRER S FE & XUIRBRAAIRE &

J Hi[E1 3%

ZROX 5

S ROFEH




(allAR=C2)

BAG@EER - AEHERERLBEETHRR B

J&HE DA PR

J&HE OREE D) K4

|1. BREDNA—Va g

|35 0B R A fn24E8 H R IERR

BBROFFEZDEH

2. IRBJE H3L@HIE

BB

BB O

#[EJE 32 A2 5

HEJEHFA B

3. BMHEIE

JEHEA B

JE R

BRI

JE XS5y

3

ik

FIEHFEHH

FikEH

kel

JEFF28 5

NE

JEERATE R
HE4 G

JE 72

B4

Uikl

BB EHE CEToE®R

JEFF28 5

TRBRJE A OFER

JE & D4 FR

JEHEDO(REE D)KL

FrE#1

FTEHI2

¥EH2—F




JE Y E OF#

HEFEDRA

HYEDOFR

WEER

FAXZE & XIIA—/VTRL X




	関係団体への通知
	「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



