AR 2 — 1

WIITECE A NERRERSSRRAHE EER

MREEER (SHERARBIE
& LTEET 25813, HIRAK
FRI=AT)

RREFREE (EER

B

K
it
f

=
==K

%
1=
i
B

EPEFT)

FAX

TROEBY ., FHERRKRIATEOREME L RRENFELE LI=DT, BRRIIRE (FROFEEE65) FUROHREICL Y

E£LET,
5l
53R . B SR A A IR L B DSERDIS A F T v Y O
EERETEDEE . AREH CEESEEMSOAE~DBIERE G DTENHE 08 O
[[]] &z
[[]| oM
SRR ERFAZE DA BRI =
B EE1=VvL BEFAIO— %
E 1R BRI 5E *E $HIR
|18 (% B @R 4B B om ke |4 % ¢3E @IS
B - AfHE BRI BEOEWEFRRE IR
1 1. O=-s B OF () Of OFHA
EESA - e O () O O
2, 2. B4 - 7 -F ( ) O O78
ks Z0it ( )
2l | BWERZEDLBMXILE EHERIZDEE IR EHERZ DR
e | R BEFR BEOIBE. <EEOHELE> (RBA~ERA) | BEEHYDBE. () [TAERETA
= NFZLTEESE () iEA
o 1. O=& — EIEIEIEIEIEIEI) OEgE Ok O kEE
n @@B®®D/|_ O % O F6A
= mE=S:3 O &l Y ( )
B2 DE%~(|:||:||:||:||:||:||:|) OmEE Ot O KEE
+ DQ®@B®® D O % O F9H
2 mE[=a:3 ~ O #&EiHY ( )
% <EEDOHIERE> <FETEDHE> <BRIB~DFE>
R O:%E @:FF Q: REITOHNDETN o . Bk | sy
3 | @: EECOLNBETH ©: AEOFOIC AR ASHENES *ggféﬁtgfﬁ% E;ff’) O egiaL
®: O~BIZELTEETHS @ : BEHRIZHITHAERMEDEREX RS
W | BEEEOLH ENER | BNEEFRUSOBAE | B&5 | 19858 BE AR fEFEEEmR
5 | FUROBAIRSES. | WEREEEOLH # | (1 EExEE (BA~KTH) | GRBA. ERE)
u | ERBBASEHMON | REOWEROE
Iz TB_)) Fiiiy)
R CAO® ~
; (OO ~
= (OFOm ~
o A BLEEAELNAEEEEICOE DT ALY,
o | AR GUERSETREAL T - T OMOEERORGES SR Y BSMS JRHC 12EL)
=
B | aemsosBRUNESORE GARNRET 25 EROHEEERORSE SR EEL,)
ki # A a8
P
(] NSRRI SR SEWEREDRIFEDOEFRBIZH VT, BET HIREE - Bk, REBESOHFS. ZHRIL. 3WE
] AT %88 - B, HEEEORSINREEBENICEEH L TS0, BEETITRE SHARALESLY,
EHEREDRSEBERIFT EEZ OND LELNONE - 217 1A [ &
HYDIEE — (Orstes: O%sn OF4 0@ 2o ( )
as 08 O avoe— @ 08 0f | 797 0848 Oy ES ( )




SRR
BLEhtEx K&
IEs%% (FEEREET)
(B87E - [ E=Am. ] seflz=am, [ ZE%0em, (] &a&an. ] 2ot ( ))
Frr: T
| == FAX : E-mai :

0 O F FE Hr ot

HEEER GUERRE. RSN, RERR. RS - AUHESEHFA. HEERLEWERE L OBEH DLWV TER Z5CE)

BREE (&5, %EE. DRECBERAFLEROHIREMBHFZLAN)

BEHR

RERRE (Bf)

(BE=1mE)

(1) TEWERS) (&, ERERMIZEESE 13 &ICHET 5 ERE ZU\5,

(2) AREXER (BHERHERERE L TEET HI58(E. HIFAREM M oS SNIERICDOVT, BITBIEAEE
MEREESRRAEE T B8 PDA1 &UV5,) (F HEREEEL, TORREEEFBREISHRET 5, F-. HE
IRFEARGEEFEG L CL\SEERICRII|BEDZS. REIE LT, #4E PWA) M oZDEEREHGT SEERTEES
NIEERIEEITL. B8 (PWDA) USHEELERSTERL. MEF1T o EREEE Cxt LEHEREE1T 5.

(3) |MESNIBRICOVT, REXAIRD—RE LTLLAKRT B ENHDHN. TOHEITIE, B RUBEDTSA4/1\
—Z(IHT AR ERNTLRT B,

(4) BAELTRT BHEF. FRICREHE L. ABESITHTTEHI L,

(56) FEDHFENTERER G AFIED—OMNEERERR ) Ti%5 LI-ERRMZIC & AEREZICDLTE, EE
SR ERRGEHIE XIS EY B R R E R ERENFFIE (BROEHEE 0120-149-931 GV-5 111)) HH 5=, R
LEINIEWERENCNLDHEDR LD EBOND L EIE, BRBHEITKHELENTHIL (==L, FEHSN
F-EERIDARIFEORIERNEER THIHEEPL. BWERFIC L HREEESASEZOBEEEILIGSICE.
BEORRETGELLELY),

SHIIHAE (PMDA) Div—LAR— (http://www. pmda. go. jp/relief-services/index. html) ZSHgE,

(6) F#REE, RAIEFA—IICT,. EERERSRRSHELSEIEREIERE AT 52 L,

(BEFA—JL : trk-shippeitouhokoku@omda. go. jp . FAX : 0120-395-390)




	別紙様式２－１

	REPORTING_DATE_af_date: 
	REPRESENTATIVE_DOCTOR: 
	REPRESENTATIVE_AFFILIATION_NAME: 
	REPRESENTATIVE_ADDRESS: 
	REPRESENTATIVE_TEL: 
	REPRESENTATIVE_FAX: 
	FOLLOW_UP_REPORT: Off
	ADDITIONAL_REPORT: Off
	NO_ADDITIONAL_REPORT: Off
	UNAPPROVED_DRUGS: Off
	OUT_OF_INDICATION: Off
	SPECIFIC_CR_NAME: 
	CR_MG_NUM: 
	PATIENT_INITIAL: 
	PATIENT_IDENTIFICATION_CD: 
	MALE: Off
	FEMALE: Off
	AGE: 
	AGE_MONTHS: 
	AGE_WEEK: 
	HEIGHT: 
	WEIGHT: 
	NO_PREGNANCY: Off
	PREGNANCY: Off
	PREGNANCY_WEEK: 
	UNKNOWN_PREGNANCY: Off
	ORG_DISEASE_OR_COMPLICATION_1: 
	ORG_DISEASE_OR_COMPLICATION_2: 
	MEDICAL_HISTORY_1: 
	MEDICAL_HISTORY_2: 
	NO_SIDE_EFFECTS_HISTORY: Off
	SIDE_EFFECTS_HISTORY: Off
	SIDE_EFFECTS_UNKNOWN: Off
	SIDE_EFFECT_DRUG_NAME: 
	PAST_SIDE_EFFECT_NAME: 
	NOTICES_DRINKING: Off
	NOTICES_DRINKING_TXT: 
	NOTICES_NO_DRINKING: Off
	NOTICES_UNKNOWN_DRINKING: Off
	NOTICES_SMOKING: Off
	NOTICES_SMOKING_TXT: 
	NOTICES_NO_SMOKING: Off
	NOTICES_UNKNOWN_SMOKING: Off
	NOTICES_ALLERGIES: Off
	NOTICES_ALLERGIES_TXT: 
	NOTICES_NO_ALLERGIES: Off
	NOTICES_UNKNOWN_ALLERGIES: Off
	NOTICES_OTHER: 
	SE_NAME_1: 
	SE_EXPRESSION_DATE_1_af_date: 
	SE_OUTCOME_DATE_1_af_date: 
	SE_OUTCOUME_RECOVERY_1: Off
	SE_OUTCOME_LIGHT_1: Off
	SE_OUTCOME_UNRECOVERED_1: Off
	SE_OUTCOME_DEATH_1: Off
	SE_OUTCOME_UNKNOWN_1: Off
	SE_OUTCOME_SEQUELAE_1: Off
	SE_OUTCOME_SEQUELAE_TXT_1: 
	SE_NAME_2: 
	SE_EXPRESSION_DATE_2_af_date: 
	SE_OUTCOME_DATE_2_af_date: 
	SE_OUTCOUME_RECOVERY_2: Off
	SE_OUTCOME_LIGHT_2: Off
	SE_OUTCOME_UNRECOVERED_2: Off
	SE_OUTCOME_DEATH_2: Off
	SE_OUTCOME_UNKNOWN_2: Off
	SE_OUTCOME_SEQUELAE_2: Off
	SE_OUTCOME_SEQUELAE_TXT_2: 
	SE_CAUSAL_RELATIONSHIP: Off
	SE_NO_CAUSAL_RELATIONSHIP: Off
	SE_UNKNOWN_CAUSAL_RELATIONSHIP: Off
	SE_EFFECT_ON_FETUS: Off
	SE_NO_EFFECT_ON_FETUS: Off
	SE_UNKNOWN_EFFECT_ON_FETUS: Off
	SUSPECT_MEDICINE_1: Off
	SUSPECT_MEDICINE_NAME_1: 
	MANUFACTURERS_NAME_1: 
	INFOMATION_PROVISION_TO_MFT_1: Off
	NO_INFOMATION_PROVISION_TO_MFT_1: Off
	ROUTE_OF_ADMINISTRATION_1: 
	DOSE_1: 
	REASON_FOR_USE_1: 
	SUSPECT_MEDICINE_2: Off
	SUSPECT_MEDICINE_NAME_2: 
	MANUFACTURERS_NAME_2: 
	INFOMATION_PROVISION_TO_MFT_2: Off
	NO_INFOMATION_PROVISION_TO_MFT_2: Off
	ROUTE_OF_ADMINISTRATION_2: 
	DOSE_2: 
	REASON_FOR_USE_2: 
	SUSPECT_MEDICINE_3: Off
	SUSPECT_MEDICINE_NAME_3: 
	MANUFACTURERS_NAME_3: 
	INFOMATION_PROVISION_TO_MFT_3: Off
	NO_INFOMATION_PROVISION_TO_MFT_3: Off
	ROUTE_OF_ADMINISTRATION_3: 
	DOSE_3: 
	REASON_FOR_USE_3: 
	CONCOMITANT_DRUG: 
	SIDE_EFFECT_COUSE_DATE: 
	SIDE_EFFECT_COUSE_TXT: 
	AFFECTED_DIAGNOSIS: Off
	NO_AFFECTED_DIAGNOSIS: Off
	RADIOTHERAPY: Off
	TRANSFUSION: Off
	SURGERY: Off
	ANESTHESIA: Off
	AFFECTED_DIAGNOSIS_OTHER: Off
	AFFECTED_DIAGNOSIS_OTHER_TXT: 
	RE_ADMINISTRATION: Off
	NO_RE_ADMINISTRATION: Off
	RECURRENCE: Off
	NO_RECURRENCE: Off
	LOT_NUMBER: 
	OCCURRENCE_ORGANIZATION: 
	REPORTERS_NAME: 
	REPORTER_FACILITY_NAME: 
	DOCTOR: Off
	DENTIST: Off
	PHARMACIST: Off
	NURSE: Off
	OTHER_OCCUPATIONS: Off
	OTHER_OCCUPATIONS_TXT: 
	ZIP_CODE: 
	ADDRESS: 
	TEL: 
	FAX: 
	MAIL_ADDRESS: 
	REPORTER_OPINION: 
	INSPECTION_DATE_1_af_date: 
	INSPECTION_DATE_2_af_date: 
	INSPECTION_DATE_3_af_date: 
	INSPECTION_DATE_4_af_date: 
	INSPECTION_DATE_5_af_date: 
	INSPECTION_DATE_6_af_date: 
	INSPECTION_ITEM_1: 
	TEST_RESULT_1_1: 
	INSPECTION_ITEM_2: 
	TEST_RESULT_2_2: 
	INSPECTION_ITEM_3: 
	TEST_RESULT_3_3: 
	INSPECTION_ITEM_4: 
	TEST_RESULT_4_4: 
	INSPECTION_ITEM_5: 
	TEST_RESULT_5_5: 
	REQUIRED_ITEM: CR_MG_NUM:臨床研究実施計画番号,PATIENT_INITIAL:患者ｲﾆｼｬﾙ,MALE:男<or>FEMALE:女,ADDITIONAL_REPORT:追加報告予定の有無【有】<or>NO_ADDITIONAL_REPORT:追加報告予定の有無【無】  
	FORM_TYPE: 01
	XML_FORMAT_1: <?xml version="1.0" encoding="UTF-8" standalone="no"?>
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	<Study OID="ICSR-201804">
		<GlobalVariables>
			<StudyName>臨床研究 疾病等報告書（医薬品）</StudyName>
		</GlobalVariables>
		<BasicDefinitions/>

		<!-- メタデータ定義 -->
		<MetaDataVersion Name="Release 1" OID="MetaDataVersion.001">
			<!-- 項目群定義：臨床研究 疾病等報告書（医薬品） -->
			<ItemGroupDef Name="DRUG_SIDE_EFFECT_REPORT" OID="DSR" Repeating="No">
				<!--研究責任医師氏名-->
				<ItemRef ItemOID="REPRESENTATIVE_DOCTOR" Mandatory="No"/>
				<!--研究責任医師所属-->
				<ItemRef ItemOID="REPRESENTATIVE_AFFILIATION_NAME" Mandatory="No"/>
				<!--研究責任医師住所-->
				<ItemRef ItemOID="REPRESENTATIVE_ADDRESS" Mandatory="No"/>
				<!--研究責任医師電話-->
				<ItemRef ItemOID="REPRESENTATIVE_TEL" Mandatory="No"/>
				<!--研究責任医師FAX-->
				<ItemRef ItemOID="REPRESENTATIVE_FAX" Mandatory="No"/>
				<!--臨床研究実施計画番号-->
				<ItemRef ItemOID="CR_MG_NUM" Mandatory="No"/>
				<!--特定臨床研究の名称-->
				<ItemRef ItemOID="SPECIFIC_CR_NAME" Mandatory="No"/>
				<!--適応外使用-->
				<ItemRef ItemOID="OUT_OF_INDICATION" Mandatory="No"/>
				<!--未承認医薬品-->
				<ItemRef ItemOID="UNAPPROVED_DRUGS" Mandatory="No"/>
				<!--性別_男-->
				<ItemRef ItemOID="MALE" Mandatory="No"/>
				<!--性別_女-->
				<ItemRef ItemOID="FEMALE" Mandatory="No"/>
				<!--妊娠　無-->
				<ItemRef ItemOID="NO_PREGNANCY" Mandatory="No"/>
				<!--妊娠　有-->
				<ItemRef ItemOID="PREGNANCY" Mandatory="No"/>
				<!--妊娠　不明-->
				<ItemRef ItemOID="UNKNOWN_PREGNANCY" Mandatory="No"/>
				<!--過去の副作用歴　無-->
				<ItemRef ItemOID="NO_SIDE_EFFECTS_HISTORY" Mandatory="No"/>
				<!--過去の副作用歴　有-->
				<ItemRef ItemOID="SIDE_EFFECTS_HISTORY" Mandatory="No"/>
				<!--過去の副作用歴　不明-->
				<ItemRef ItemOID="SIDE_EFFECTS_UNKNOWN" Mandatory="No"/>
				<!--特記事項　飲酒　有-->
				<ItemRef ItemOID="NOTICES_DRINKING" Mandatory="No"/>
				<!--特記事項　飲酒　無-->
				<ItemRef ItemOID="NOTICES_NO_DRINKING" Mandatory="No"/>
				<!--特記事項　飲酒　不明-->
				<ItemRef ItemOID="NOTICES_UNKNOWN_DRINKING" Mandatory="No"/>
				<!--特記事項　喫煙　有-->
				<ItemRef ItemOID="NOTICES_SMOKING" Mandatory="No"/>
				<!--特記事項　喫煙　無-->
				<ItemRef ItemOID="NOTICES_NO_SMOKING" Mandatory="No"/>
				<!--特記事項　喫煙　不明-->
				<ItemRef ItemOID="NOTICES_UNKNOWN_SMOKING" Mandatory="No"/>
				<!--特記事項　ｱﾚﾙｷﾞｰ　有-->
				<ItemRef ItemOID="NOTICES_ALLERGIES" Mandatory="No"/>
				<!--特記事項　ｱﾚﾙｷﾞｰ　無-->
				<ItemRef ItemOID="NOTICES_NO_ALLERGIES" Mandatory="No"/>
				<!--特記事項　ｱﾚﾙｷﾞｰ　不明-->
				<ItemRef ItemOID="NOTICES_UNKNOWN_ALLERGIES" Mandatory="No"/>
				<!--特記事項　ｱﾚﾙｷﾞｰ　有　テキスト-->
				<ItemRef ItemOID="NOTICES_ALLERGIES_TXT" Mandatory="No"/>
				<!--特記事項　その他　テキスト-->
				<ItemRef ItemOID="NOTICES_OTHER" Mandatory="No"/>
				<!--副作用等の重篤性　重篤　1-->
				<ItemRef ItemOID="SE_SERIOUS_1" Mandatory="No"/>
				<!--副作用等の重篤性　非重篤　1-->
				<ItemRef ItemOID="SE_NO_SERIOUS_1" Mandatory="No"/>
				<!--副作用等の重篤性　重篤判定基準　1-->
				<ItemRef ItemOID="SE_SERIOUS_TXT_1" Mandatory="No"/>
				<!--発現期間　発現日　1-->
				<ItemRef ItemOID="SE_EXPRESSION_DATE_1_af_date" Mandatory="No"/>
				<!--発現期間　転帰日　1-->
				<ItemRef ItemOID="SE_OUTCOME_DATE_1_af_date" Mandatory="No"/>
				<!--副作用等の転帰　回復 1-->
				<ItemRef ItemOID="SE_OUTCOUME_RECOVERY_1" Mandatory="No"/>
				<!--副作用等の転帰　軽快 1-->
				<ItemRef ItemOID="SE_OUTCOME_LIGHT_1" Mandatory="No"/>
				<!--副作用等の転帰　未回復 1-->
				<ItemRef ItemOID="SE_OUTCOME_UNRECOVERED_1" Mandatory="No"/>
				<!--副作用等の転帰　死亡 1-->
				<ItemRef ItemOID="SE_OUTCOME_DEATH_1" Mandatory="No"/>
				<!--副作用等の転帰　不明 1-->
				<ItemRef ItemOID="SE_OUTCOME_UNKNOWN_1" Mandatory="No"/>
				<!--副作用等の転帰　後遺症あり 1-->
				<ItemRef ItemOID="SE_OUTCOME_SEQUELAE_1" Mandatory="No"/>
				<!--副作用等の転帰　後遺症あり テキスト 1-->
				<ItemRef ItemOID="SE_OUTCOME_SEQUELAE_TXT_1" Mandatory="No"/>
				<!--副作用等の重篤性　重篤　2-->
				<ItemRef ItemOID="SE_SERIOUS_2" Mandatory="No"/>
				<!--副作用等の重篤性　非重篤　2-->
				<ItemRef ItemOID="SE_NO_SERIOUS_2" Mandatory="No"/>
				<!--副作用等の重篤性　重篤判定基準　2-->
				<ItemRef ItemOID="SE_SERIOUS_TXT_2" Mandatory="No"/>
				<!--発現期間　発現日 2-->
				<ItemRef ItemOID="SE_EXPRESSION_DATE_2_af_date" Mandatory="No"/>
				<!--発現期間　転帰日 2-->
				<ItemRef ItemOID="SE_OUTCOME_DATE_2_af_date" Mandatory="No"/>
				<!--副作用等の転帰　回復 2-->
				<ItemRef ItemOID="SE_OUTCOUME_RECOVERY_2" Mandatory="No"/>
				<!--副作用等の転帰　軽快 2-->
				<ItemRef ItemOID="SE_OUTCOME_LIGHT_2" Mandatory="No"/>
				<!--副作用等の転帰　未回復 2-->
				<ItemRef ItemOID="SE_OUTCOME_UNRECOVERED_2" Mandatory="No"/>
				<!--副作用等の転帰　死亡 2-->
				<ItemRef ItemOID="SE_OUTCOME_DEATH_2" Mandatory="No"/>
				<!--副作用等の転帰　不明 2-->
				<ItemRef ItemOID="SE_OUTCOME_UNKNOWN_2" Mandatory="No"/>
				<!--副作用等の転帰　後遺症あり 2-->
				<ItemRef ItemOID="SE_OUTCOME_SEQUELAE_2" Mandatory="No"/>
				<!--副作用等の転帰　後遺症あり テキスト 2-->
				<ItemRef ItemOID="SE_OUTCOME_SEQUELAE_TXT_2" Mandatory="No"/>
				<!--死亡の因果関係　有-->
				<ItemRef ItemOID="SE_CAUSAL_RELATIONSHIP" Mandatory="No"/>
				<!--死亡の因果関係　無-->
				<ItemRef ItemOID="SE_NO_CAUSAL_RELATIONSHIP" Mandatory="No"/>
				<!--死亡の因果関係　不明-->
				<ItemRef ItemOID="SE_UNKNOWN_CAUSAL_RELATIONSHIP" Mandatory="No"/>
				<!--胎児への影響　影響あり-->
				<ItemRef ItemOID="SE_EFFECT_ON_FETUS" Mandatory="No"/>
				<!--胎児への影響　影響なし-->
				<ItemRef ItemOID="SE_NO_EFFECT_ON_FETUS" Mandatory="No"/>
				<!--胎児への影響　不明-->
				<ItemRef ItemOID="SE_UNKNOWN_EFFECT_ON_FETUS" Mandatory="No"/>
				<!--被疑薬　1-1-->
				<ItemRef ItemOID="SUSPECT_MEDICINE_1" Mandatory="No"/>
				<!--製造販売業者　名称　1-->
				<ItemRef ItemOID="MANUFACTURERS_NAME_1" Mandatory="No"/>
				<!--製造販売業者　情報提供有無　1 有-->
				<ItemRef ItemOID="INFOMATION_PROVISION_TO_MFT_1" Mandatory="No"/>
				<!--製造販売業者　情報提供有無　1 無-->
				<ItemRef ItemOID="NO_INFOMATION_PROVISION_TO_MFT_1" Mandatory="No"/>
				<!--被疑薬　2-1-->
				<ItemRef ItemOID="SUSPECT_MEDICINE_2" Mandatory="No"/>
				<!--製造販売業者　名称　2-->
				<ItemRef ItemOID="MANUFACTURERS_NAME_2" Mandatory="No"/>
				<!--製造販売業者　情報提供有無　2 有-->
				<ItemRef ItemOID="INFOMATION_PROVISION_TO_MFT_2" Mandatory="No"/>
				<!--製造販売業者　情報提供有無　2 無-->
				<ItemRef ItemOID="NO_INFOMATION_PROVISION_TO_MFT_2" Mandatory="No"/>
				<!--被疑薬　3-1-->
				<ItemRef ItemOID="SUSPECT_MEDICINE_3" Mandatory="No"/>
				<!--製造販売業者　名称　3-->
				<ItemRef ItemOID="MANUFACTURERS_NAME_3" Mandatory="No"/>
				<!--製造販売業者　情報提供有無　3 有-->
				<ItemRef ItemOID="INFOMATION_PROVISION_TO_MFT_3" Mandatory="No"/>
				<!--製造販売業者　情報提供有無　3 無-->
				<ItemRef ItemOID="NO_INFOMATION_PROVISION_TO_MFT_3" Mandatory="No"/>
				<!--副作用等の発現に影響を及ぼすと考えられる上記以外の処置・診断　有-->
				<ItemRef ItemOID="AFFECTED_DIAGNOSIS" Mandatory="No"/>
				<!--副作用等の発現に影響を及ぼすと考えられる上記以外の処置・診断　無-->
				<ItemRef ItemOID="NO_AFFECTED_DIAGNOSIS" Mandatory="No"/>
				<!--副作用等発現影響 放射線治療-->
				<ItemRef ItemOID="RADIOTHERAPY" Mandatory="No"/>
				<!--副作用等発現影響 輸血-->
				<ItemRef ItemOID="TRANSFUSION" Mandatory="No"/>
				<!--副作用等発現影響 手術-->
				<ItemRef ItemOID="SURGERY" Mandatory="No"/>
				<!--副作用等発現影響 麻酔-->
				<ItemRef ItemOID="ANESTHESIA" Mandatory="No"/>
				<!--副作用等発現影響 その他-->
				<ItemRef ItemOID="AFFECTED_DIAGNOSIS_OTHER" Mandatory="No"/>
				<!--副作用等発現影響 その他　テキスト-->
				<ItemRef ItemOID="AFFECTED_DIAGNOSIS_OTHER_TXT" Mandatory="No"/>
				<!--副作用等発現影響 再投与　有-->
				<ItemRef ItemOID="RE_ADMINISTRATION" Mandatory="No"/>
				<!--副作用等発現影響 再投与　無-->
				<ItemRef ItemOID="NO_RE_ADMINISTRATION" Mandatory="No"/>
				<!--副作用等発現影響 再投与　再発　有-->
				<ItemRef ItemOID="RECURRENCE" Mandatory="No"/>
				<!--副作用等発現影響 再投与　再発　無-->
				<ItemRef ItemOID="NO_RECURRENCE" Mandatory="No"/>
				<!--報告日-->
				<ItemRef ItemOID="REPORTING_DATE_af_date" Mandatory="No"/>
				<!--続報-->
				<ItemRef ItemOID="FOLLOW_UP_REPORT" Mandatory="No"/>
				<!--追加報告　有-->
				<ItemRef ItemOID="ADDITIONAL_REPORT" Mandatory="No"/>
				<!--追加報告　無-->
				<ItemRef ItemOID="NO_ADDITIONAL_REPORT" Mandatory="No"/>
				<!--発生機関名-->
				<ItemRef ItemOID="OCCURRENCE_ORGANIZATION" Mandatory="No"/>
				<!--問い合わせ先　氏名-->
				<ItemRef ItemOID="REPORTERS_NAME" Mandatory="No"/>
				<!--職種　医師-->
				<ItemRef ItemOID="DOCTOR" Mandatory="No"/>
				<!--職種　歯科医師-->
				<ItemRef ItemOID="DENTIST" Mandatory="No"/>
				<!--職種　薬剤師-->
				<ItemRef ItemOID="PHARMACIST" Mandatory="No"/>
				<!--職種　看護師-->
				<ItemRef ItemOID="NURSE" Mandatory="No"/>
				<!--職種　その他-->
				<ItemRef ItemOID="OTHER_OCCUPATIONS" Mandatory="No"/>
				<!--職種　その他　テキスト-->
				<ItemRef ItemOID="OTHER_OCCUPATIONS_TXT" Mandatory="No"/>
				<!--住所-->
				<ItemRef ItemOID="ADDRESS" Mandatory="No"/>
				<!--郵便番号-->
				<ItemRef ItemOID="ZIP_CODE" Mandatory="No"/>
				<!--電話-->
				<ItemRef ItemOID="TEL" Mandatory="No"/>
				<!--FAX-->
				<ItemRef ItemOID="FAX" Mandatory="No"/>
				<!--E-mail-->
				<ItemRef ItemOID="MAIL_ADDRESS" Mandatory="No"/>
				<!--報告者意見-->
				<ItemRef ItemOID="REPORTER_OPINION" Mandatory="No"/>
			</ItemGroupDef>
		</MetaDataVersion>
	</Study>
	<ClinicalData MetaDataVersionOID="MetaDataVersion.001" StudyOID="ICSR-201804">
		<SubjectData>
			<SiteRef/>
			<StudyEventData>
				<FormData>
					<ItemGroupData ItemGroupOID="DSR">
						<ItemDataString ItemOID="REPRESENTATIVE_DOCTOR"><VAL:REPRESENTATIVE_DOCTOR></ItemDataString>
						<ItemDataString ItemOID="REPRESENTATIVE_AFFILIATION_NAME"><VAL:REPRESENTATIVE_AFFILIATION_NAME></ItemDataString>
						<ItemDataString ItemOID="REPRESENTATIVE_ADDRESS"><VAL:REPRESENTATIVE_ADDRESS></ItemDataString>
						<ItemDataString ItemOID="REPRESENTATIVE_TEL"><VAL:REPRESENTATIVE_TEL></ItemDataString>
						<ItemDataString ItemOID="REPRESENTATIVE_FAX"><VAL:REPRESENTATIVE_FAX></ItemDataString>
						<ItemDataString ItemOID="CR_MG_NUM"><VAL:CR_MG_NUM></ItemDataString>
						<ItemDataString ItemOID="SPECIFIC_CR_NAME"><VAL:SPECIFIC_CR_NAME></ItemDataString>
						<ItemDataString ItemOID="OUT_OF_INDICATION"><VAL:OUT_OF_INDICATION></ItemDataString>
						<ItemDataString ItemOID="UNAPPROVED_DRUGS"><VAL:UNAPPROVED_DRUGS></ItemDataString>
					</ItemGroupData>
					<ItemGroupData ItemGroupOID="SC">
						<ItemDataString ItemOID="SCTESTCD">SUBJINIT</ItemDataString>
						<ItemDataString ItemOID="SDTM"><VAL:PATIENT_INITIAL></ItemDataString>
					</ItemGroupData>
					<ItemGroupData ItemGroupOID="CIV">
						<ItemDataString ItemOID="USUBJID"><VAL:PATIENT_IDENTIFICATION_CD></ItemDataString>
					</ItemGroupData>
					<ItemGroupData ItemGroupOID="DSR">
						<ItemDataString ItemOID="MALE"><VAL:MALE></ItemDataString>
						<ItemDataString ItemOID="FEMALE"><VAL:FEMALE></ItemDataString>
					</ItemGroupData>
					<ItemGroupData ItemGroupOID="DM" ItemGroupRepeatKey="AGE-001">
						<ItemDataInteger ItemOID="AGE"><VAL:AGE></ItemDataInteger>
						<ItemDataString ItemOID="AGEU">歳</ItemDataString>
					</ItemGroupData>
					<ItemGroupData ItemGroupOID="DM" ItemGroupRepeatKey="AGE-002">
						<ItemDataInteger ItemOID="AGE"><VAL:AGE_MONTHS></ItemDataInteger>
						<ItemDataString ItemOID="AGEU">ヶ月</ItemDataString>
					</ItemGroupData>
					<ItemGroupData ItemGroupOID="DM" ItemGroupRepeatKey="AGE-003">
						<ItemDataInteger ItemOID="AGE"><VAL:AGE_WEEK></ItemDataInteger>
						<ItemDataString ItemOID="AGEU">週</ItemDataString>
					</ItemGroupData>
					<ItemGroupData ItemGroupOID="VS" ItemGroupRepeatKey="VSORRES-001">
						<ItemDataString ItemOID="VSTEST">身長</ItemDataString>
						<ItemDataString ItemOID="VSORRES"><VAL:HEIGHT></ItemDataString>
						<ItemDataString ItemOID="VSORRESU">cm</ItemDataString>
					</ItemGroupData>
					<ItemGroupData ItemGroupOID="VS" ItemGroupRepeatKey="VSORRES-002">
						<ItemDataString ItemOID="VSTEST">体重</ItemDataString>
						<ItemDataString ItemOID="VSORRES"><VAL:WEIGHT></ItemDataString>
						<ItemDataString ItemOID="VSORRESU">kg</ItemDataString>
					</ItemGroupData>
					<ItemGroupData ItemGroupOID="DSR">
						<ItemDataString ItemOID="NO_PREGNANCY"><VAL:NO_PREGNANCY></ItemDataString>
						<ItemDataString ItemOID="PREGNANCY"><VAL:PREGNANCY></ItemDataString>
						<ItemDataString ItemOID="UNKNOWN_PREGNANCY"><VAL:UNKNOWN_PREGNANCY></ItemDataString>
					</ItemGroupData>
					<ItemGroupData ItemGroupOID="VS" ItemGroupRepeatKey="VSORRES-003">
						<ItemDataString ItemOID="VSTEST">妊娠ありの場合、妊娠期間（週）</ItemDataString>
						<ItemDataString ItemOID="VSORRES"><VAL:PREGNANCY_WEEK></ItemDataString>
						<ItemDataString ItemOID="VSORRESU">週</ItemDataString>
					</ItemGroupData>
					<ItemGroupData ItemGroupOID="MH" ItemGroupRepeatKey="MHTERM-001">
						<ItemDataString ItemOID="MHONGO">DURING</ItemDataString>
						<ItemDataString ItemOID="MHTERM"><VAL:ORG_DISEASE_OR_COMPLICATION_1></ItemDataString>
					</ItemGroupData>
					<ItemGroupData ItemGroupOID="MH" ItemGroupRepeatKey="MHTERM-002">
						<ItemDataString ItemOID="MHONGO">DURING</ItemDataString>
						<ItemDataString ItemOID="MHTERM"><VAL:ORG_DISEASE_OR_COMPLICATION_2></ItemDataString>
					</ItemGroupData>
					<ItemGroupData ItemGroupOID="MH" ItemGroupRepeatKey="MHTERM-003">
						<ItemDataString ItemOID="MHONGO">AFTER</ItemDataString>
						<ItemDataString ItemOID="MHTERM"><VAL:MEDICAL_HISTORY_1></ItemDataString>
					</ItemGroupData>
					<ItemGroupData ItemGroupOID="MH" ItemGroupRepeatKey="MHTERM-004">
						<ItemDataString ItemOID="MHONGO">AFTER</ItemDataString>
						<ItemDataString ItemOID="MHTERM"><VAL:MEDICAL_HISTORY_2></ItemDataString>
					</ItemGroupData>
					<ItemGroupData ItemGroupOID="DSR">
						<ItemDataString ItemOID="NO_SIDE_EFFECTS_HISTORY"><VAL:NO_SIDE_EFFECTS_HISTORY></ItemDataString>
						<ItemDataString ItemOID="SIDE_EFFECTS_HISTORY"><VAL:SIDE_EFFECTS_HISTORY></ItemDataString>
						<ItemDataString ItemOID="SIDE_EFFECTS_UNKNOWN"><VAL:SIDE_EFFECTS_UNKNOWN></ItemDataString>
					</ItemGroupData>
					<ItemGroupData ItemGroupOID="CM">
						<ItemDataString ItemOID="CMTRT"><VAL:SIDE_EFFECT_DRUG_NAME></ItemDataString>
					</ItemGroupData>
					<ItemGroupData ItemGroupOID="AE">
						<ItemDataString ItemOID="AEPRESP"><VAL:PAST_SIDE_EFFECT_NAME></ItemDataString>
					</ItemGroupData>

	XML_FORMAT_2: 					<ItemGroupData ItemGroupOID="DSR">
						<ItemDataString ItemOID="NOTICES_DRINKING"><VAL:NOTICES_DRINKING></ItemDataString>
						<ItemDataString ItemOID="NOTICES_NO_DRINKING"><VAL:NOTICES_NO_DRINKING></ItemDataString>
						<ItemDataString ItemOID="NOTICES_UNKNOWN_DRINKING"><VAL:NOTICES_UNKNOWN_DRINKING></ItemDataString>
						<ItemDataString ItemOID="NOTICES_SMOKING"><VAL:NOTICES_SMOKING></ItemDataString>
						<ItemDataString ItemOID="NOTICES_NO_SMOKING"><VAL:NOTICES_NO_SMOKING></ItemDataString>
						<ItemDataString ItemOID="NOTICES_UNKNOWN_SMOKING"><VAL:NOTICES_UNKNOWN_SMOKING></ItemDataString>
						<ItemDataString ItemOID="NOTICES_NO_ALLERGIES"><VAL:NOTICES_NO_ALLERGIES></ItemDataString>
						<ItemDataString ItemOID="NOTICES_ALLERGIES"><VAL:NOTICES_ALLERGIES></ItemDataString>
						<ItemDataString ItemOID="NOTICES_UNKNOWN_ALLERGIES"><VAL:NOTICES_UNKNOWN_ALLERGIES></ItemDataString>
						<ItemDataString ItemOID="NOTICES_ALLERGIES_TXT"><VAL:NOTICES_ALLERGIES_TXT></ItemDataString>
						<ItemDataString ItemOID="NOTICES_OTHER"><VAL:NOTICES_OTHER></ItemDataString>
					</ItemGroupData>
					<ItemGroupData ItemGroupOID="SU" ItemGroupRepeatKey="SUDSTXT-001">
						<ItemDataString ItemOID="SUTRT">飲酒</ItemDataString>
						<ItemDataString ItemOID="SUDSTXT"><VAL:NOTICES_DRINKING_TXT></ItemDataString>
					</ItemGroupData>
					<ItemGroupData ItemGroupOID="SU" ItemGroupRepeatKey="SUDSTXT-002">
						<ItemDataString ItemOID="SUTRT">喫煙</ItemDataString>
						<ItemDataString ItemOID="SUDSTXT"><VAL:NOTICES_SMOKING_TXT></ItemDataString>
					</ItemGroupData>
					<ItemGroupData ItemGroupOID="AE" ItemGroupRepeatKey="AETERM-001">
						<ItemDataString ItemOID="AETERM"><VAL:SE_NAME_1></ItemDataString>
					</ItemGroupData>
					<ItemGroupData ItemGroupOID="DSR">
						<ItemDataString ItemOID="SE_SERIOUS_1"><VAL:SE_SERIOUS_1></ItemDataString>
						<ItemDataString ItemOID="SE_NO_SERIOUS_1"><VAL:SE_NO_SERIOUS_1></ItemDataString>
						<ItemDataString ItemOID="SE_SERIOUS_TXT_1"><VAL:SE_SERIOUS_TXT_1></ItemDataString>
						<ItemDataString ItemOID="SE_EXPRESSION_DATE_1_af_date"><VAL:SE_EXPRESSION_DATE_1_af_date></ItemDataString>
						<ItemDataString ItemOID="SE_OUTCOME_DATE_1_af_date"><VAL:SE_OUTCOME_DATE_1_af_date></ItemDataString>
						<ItemDataString ItemOID="SE_OUTCOUME_RECOVERY_1"><VAL:SE_OUTCOUME_RECOVERY_1></ItemDataString>
						<ItemDataString ItemOID="SE_OUTCOME_LIGHT_1"><VAL:SE_OUTCOME_LIGHT_1></ItemDataString>
						<ItemDataString ItemOID="SE_OUTCOME_UNRECOVERED_1"><VAL:SE_OUTCOME_UNRECOVERED_1></ItemDataString>
						<ItemDataString ItemOID="SE_OUTCOME_DEATH_1"><VAL:SE_OUTCOME_DEATH_1></ItemDataString>
						<ItemDataString ItemOID="SE_OUTCOME_UNKNOWN_1"><VAL:SE_OUTCOME_UNKNOWN_1></ItemDataString>
						<ItemDataString ItemOID="SE_OUTCOME_SEQUELAE_1"><VAL:SE_OUTCOME_SEQUELAE_1></ItemDataString>
						<ItemDataString ItemOID="SE_OUTCOME_SEQUELAE_TXT_1"><VAL:SE_OUTCOME_SEQUELAE_TXT_1></ItemDataString>
					</ItemGroupData>
					<ItemGroupData ItemGroupOID="AE" ItemGroupRepeatKey="AETERM-002">
						<ItemDataString ItemOID="AETERM"><VAL:SE_NAME_2></ItemDataString>
					</ItemGroupData>
					<ItemGroupData ItemGroupOID="DSR">
						<ItemDataString ItemOID="SE_SERIOUS_2"><VAL:SE_SERIOUS_2></ItemDataString>
						<ItemDataString ItemOID="SE_NO_SERIOUS_2"><VAL:SE_NO_SERIOUS_2></ItemDataString>
						<ItemDataString ItemOID="SE_SERIOUS_TXT_2"><VAL:SE_SERIOUS_TXT_2></ItemDataString>
						<ItemDataString ItemOID="SE_EXPRESSION_DATE_2_af_date"><VAL:SE_EXPRESSION_DATE_2_af_date></ItemDataString>
						<ItemDataString ItemOID="SE_OUTCOME_DATE_2_af_date"><VAL:SE_OUTCOME_DATE_2_af_date></ItemDataString>
						<ItemDataString ItemOID="SE_OUTCOUME_RECOVERY_2"><VAL:SE_OUTCOUME_RECOVERY_2></ItemDataString>
						<ItemDataString ItemOID="SE_OUTCOME_LIGHT_2"><VAL:SE_OUTCOME_LIGHT_2></ItemDataString>
						<ItemDataString ItemOID="SE_OUTCOME_UNRECOVERED_2"><VAL:SE_OUTCOME_UNRECOVERED_2></ItemDataString>
						<ItemDataString ItemOID="SE_OUTCOME_DEATH_2"><VAL:SE_OUTCOME_DEATH_2></ItemDataString>
						<ItemDataString ItemOID="SE_OUTCOME_UNKNOWN_2"><VAL:SE_OUTCOME_UNKNOWN_2></ItemDataString>
						<ItemDataString ItemOID="SE_OUTCOME_SEQUELAE_2"><VAL:SE_OUTCOME_SEQUELAE_2></ItemDataString>
						<ItemDataString ItemOID="SE_OUTCOME_SEQUELAE_TXT_2"><VAL:SE_OUTCOME_SEQUELAE_TXT_2></ItemDataString>
					</ItemGroupData>
					<ItemGroupData ItemGroupOID="DSR">
						<ItemDataString ItemOID="SE_CAUSAL_RELATIONSHIP"><VAL:SE_CAUSAL_RELATIONSHIP></ItemDataString>
						<ItemDataString ItemOID="SE_NO_CAUSAL_RELATIONSHIP"><VAL:SE_NO_CAUSAL_RELATIONSHIP></ItemDataString>
						<ItemDataString ItemOID="SE_UNKNOWN_CAUSAL_RELATIONSHIP"><VAL:SE_UNKNOWN_CAUSAL_RELATIONSHIP></ItemDataString>
						<ItemDataString ItemOID="SE_EFFECT_ON_FETUS"><VAL:SE_EFFECT_ON_FETUS></ItemDataString>
						<ItemDataString ItemOID="SE_NO_EFFECT_ON_FETUS"><VAL:SE_NO_EFFECT_ON_FETUS></ItemDataString>
						<ItemDataString ItemOID="SE_UNKNOWN_EFFECT_ON_FETUS"><VAL:SE_UNKNOWN_EFFECT_ON_FETUS></ItemDataString>
					</ItemGroupData>
					<ItemGroupData ItemGroupOID="DSR">
						<ItemDataString ItemOID="SUSPECT_MEDICINE_1"><VAL:SUSPECT_MEDICINE_1></ItemDataString>
						<ItemDataString ItemOID="MANUFACTURERS_NAME_1"><VAL:MANUFACTURERS_NAME_1></ItemDataString>
						<ItemDataString ItemOID="INFOMATION_PROVISION_TO_MFT_1"><VAL:INFOMATION_PROVISION_TO_MFT_1></ItemDataString>
						<ItemDataString ItemOID="NO_INFOMATION_PROVISION_TO_MFT_1"><VAL:NO_INFOMATION_PROVISION_TO_MFT_1></ItemDataString>
					</ItemGroupData>
					<ItemGroupData ItemGroupOID="CM" ItemGroupRepeatKey="CMTRT-001">
						<ItemDataString ItemOID="CMTRT"><VAL:SUSPECT_MEDICINE_NAME_1></ItemDataString>
						<ItemDataString ItemOID="CMROUTE"><VAL:ROUTE_OF_ADMINISTRATION_1></ItemDataString>
						<ItemDataString ItemOID="CMDSTXT"><VAL:DOSE_1></ItemDataString>
						<ItemDataString ItemOID="CMSTDAT"><VAL:DOSING_START_DATE_1_af_date></ItemDataString>
						<ItemDataString ItemOID="CMENDAT"><VAL:DOSING_END_DATE_1_af_date></ItemDataString>
						<ItemDataString ItemOID="CMINDC"><VAL:REASON_FOR_USE_1></ItemDataString>
					</ItemGroupData>
					<ItemGroupData ItemGroupOID="DSR">
						<ItemDataString ItemOID="SUSPECT_MEDICINE_2"><VAL:SUSPECT_MEDICINE_2></ItemDataString>
						<ItemDataString ItemOID="MANUFACTURERS_NAME_2"><VAL:MANUFACTURERS_NAME_2></ItemDataString>
						<ItemDataString ItemOID="INFOMATION_PROVISION_TO_MFT_2"><VAL:INFOMATION_PROVISION_TO_MFT_2></ItemDataString>
						<ItemDataString ItemOID="NO_INFOMATION_PROVISION_TO_MFT_2"><VAL:NO_INFOMATION_PROVISION_TO_MFT_2></ItemDataString>
					</ItemGroupData>
					<ItemGroupData ItemGroupOID="CM" ItemGroupRepeatKey="CMTRT-002">
						<ItemDataString ItemOID="CMTRT"><VAL:SUSPECT_MEDICINE_NAME_2></ItemDataString>
						<ItemDataString ItemOID="CMROUTE"><VAL:ROUTE_OF_ADMINISTRATION_2></ItemDataString>
						<ItemDataString ItemOID="CMDSTXT"><VAL:DOSE_2></ItemDataString>
						<ItemDataString ItemOID="CMSTDAT"><VAL:DOSING_START_DATE_2_af_date></ItemDataString>
						<ItemDataString ItemOID="CMENDAT"><VAL:DOSING_END_DATE_2_af_date></ItemDataString>
						<ItemDataString ItemOID="CMINDC"><VAL:REASON_FOR_USE_2></ItemDataString>
					</ItemGroupData>
					<ItemGroupData ItemGroupOID="DSR">
						<ItemDataString ItemOID="SUSPECT_MEDICINE_3"><VAL:SUSPECT_MEDICINE_3></ItemDataString>
						<ItemDataString ItemOID="MANUFACTURERS_NAME_3"><VAL:MANUFACTURERS_NAME_3></ItemDataString>
						<ItemDataString ItemOID="INFOMATION_PROVISION_TO_MFT_3"><VAL:INFOMATION_PROVISION_TO_MFT_3></ItemDataString>
						<ItemDataString ItemOID="NO_INFOMATION_PROVISION_TO_MFT_3"><VAL:NO_INFOMATION_PROVISION_TO_MFT_3></ItemDataString>
					</ItemGroupData>
					<ItemGroupData ItemGroupOID="CM" ItemGroupRepeatKey="CMTRT-003">
						<ItemDataString ItemOID="CMTRT"><VAL:SUSPECT_MEDICINE_NAME_3></ItemDataString>
						<ItemDataString ItemOID="CMROUTE"><VAL:ROUTE_OF_ADMINISTRATION_3></ItemDataString>
						<ItemDataString ItemOID="CMDSTXT"><VAL:DOSE_3></ItemDataString>
						<ItemDataString ItemOID="CMSTDAT"><VAL:DOSING_START_DATE_3_af_date></ItemDataString>
						<ItemDataString ItemOID="CMENDAT"><VAL:DOSING_END_DATE_3_af_date></ItemDataString>
						<ItemDataString ItemOID="CMINDC"><VAL:REASON_FOR_USE_3></ItemDataString>
					</ItemGroupData>
					<ItemGroupData ItemGroupOID="CM">
						<ItemDataString ItemOID="CMTRT"><VAL:CONCOMITANT_DRUG></ItemDataString>
					</ItemGroupData>
					<ItemGroupData ItemGroupOID="AE">
						<ItemDataString ItemOID="AESTDAT"><VAL:SIDE_EFFECT_COUSE_DATE></ItemDataString>
						<ItemDataString ItemOID="AEACN"><VAL:SIDE_EFFECT_COUSE_TXT></ItemDataString>
					</ItemGroupData>
					<ItemGroupData ItemGroupOID="EX">
						<ItemDataString ItemOID="EXLOT"><VAL:LOT_NUMBER></ItemDataString>
					</ItemGroupData>
					<ItemGroupData ItemGroupOID="DSR">
						<ItemDataString ItemOID="AFFECTED_DIAGNOSIS"><VAL:AFFECTED_DIAGNOSIS></ItemDataString>
						<ItemDataString ItemOID="NO_AFFECTED_DIAGNOSIS"><VAL:NO_AFFECTED_DIAGNOSIS></ItemDataString>
						<ItemDataString ItemOID="RADIOTHERAPY"><VAL:RADIOTHERAPY></ItemDataString>
						<ItemDataString ItemOID="TRANSFUSION"><VAL:TRANSFUSION></ItemDataString>
						<ItemDataString ItemOID="SURGERY"><VAL:SURGERY></ItemDataString>
						<ItemDataString ItemOID="ANESTHESIA"><VAL:ANESTHESIA></ItemDataString>
						<ItemDataString ItemOID="AFFECTED_DIAGNOSIS_OTHER"><VAL:AFFECTED_DIAGNOSIS_OTHER></ItemDataString>
						<ItemDataString ItemOID="AFFECTED_DIAGNOSIS_OTHER_TXT"><VAL:AFFECTED_DIAGNOSIS_OTHER_TXT></ItemDataString>
						<ItemDataString ItemOID="RE_ADMINISTRATION"><VAL:RE_ADMINISTRATION></ItemDataString>
						<ItemDataString ItemOID="NO_RE_ADMINISTRATION"><VAL:NO_RE_ADMINISTRATION></ItemDataString>
						<ItemDataString ItemOID="RECURRENCE"><VAL:RECURRENCE></ItemDataString>
						<ItemDataString ItemOID="NO_RECURRENCE"><VAL:NO_RECURRENCE></ItemDataString>
						<ItemDataString ItemOID="REPORTING_DATE_af_date"><VAL:REPORTING_DATE_af_date></ItemDataString>
						<ItemDataString ItemOID="FOLLOW_UP_REPORT"><VAL:FOLLOW_UP_REPORT></ItemDataString>
						<ItemDataString ItemOID="ADDITIONAL_REPORT"><VAL:ADDITIONAL_REPORT></ItemDataString>
						<ItemDataString ItemOID="NO_ADDITIONAL_REPORT"><VAL:NO_ADDITIONAL_REPORT></ItemDataString>
						<ItemDataString ItemOID="OCCURRENCE_ORGANIZATION"><VAL:OCCURRENCE_ORGANIZATION></ItemDataString>
						<ItemDataString ItemOID="REPORTERS_NAME"><VAL:REPORTERS_NAME></ItemDataString>
						<ItemDataString ItemOID="DOCTOR"><VAL:DOCTOR></ItemDataString>
						<ItemDataString ItemOID="DENTIST"><VAL:DENTIST></ItemDataString>
						<ItemDataString ItemOID="PHARMACIST"><VAL:PHARMACIST></ItemDataString>
						<ItemDataString ItemOID="NURSE"><VAL:NURSE></ItemDataString>
						<ItemDataString ItemOID="OTHER_OCCUPATIONS"><VAL:OTHER_OCCUPATIONS></ItemDataString>
						<ItemDataString ItemOID="OTHER_OCCUPATIONS_TXT"><VAL:OTHER_OCCUPATIONS_TXT></ItemDataString>
						<ItemDataString ItemOID="ADDRESS"><VAL:ADDRESS></ItemDataString>
						<ItemDataString ItemOID="ZIP_CODE"><VAL:ZIP_CODE></ItemDataString>
						<ItemDataString ItemOID="TEL"><VAL:TEL></ItemDataString>
						<ItemDataString ItemOID="FAX"><VAL:FAX></ItemDataString>
						<ItemDataString ItemOID="MAIL_ADDRESS"><VAL:MAIL_ADDRESS></ItemDataString>
						<ItemDataString ItemOID="REPORTER_OPINION"><VAL:REPORTER_OPINION></ItemDataString>
					</ItemGroupData>
					<ItemGroupData ItemGroupOID="CIV">
						<ItemDataString ItemOID="SITEID"><VAL:REPORTER_FACILITY_NAME></ItemDataString>
					</ItemGroupData>
					<ItemGroupData ItemGroupOID="LB" ItemGroupRepeatKey="LB-001">
						<ItemDataString ItemOID="LBTEST"><VAL:INSPECTION_ITEM_1></ItemDataString>
						<ItemDataString ItemOID="LBDAT"><VAL:INSPECTION_DATE_1_af_date></ItemDataString>
						<ItemDataString ItemOID="LBORRES"><VAL:TEST_RESULT_1_1></ItemDataString>
					</ItemGroupData>
					<ItemGroupData ItemGroupOID="LB" ItemGroupRepeatKey="LB-002">
						<ItemDataString ItemOID="LBTEST"><VAL:INSPECTION_ITEM_1></ItemDataString>
						<ItemDataString ItemOID="LBDAT"><VAL:INSPECTION_DATE_2_af_date></ItemDataString>
						<ItemDataString ItemOID="LBORRES"><VAL:TEST_RESULT_1_2></ItemDataString>
					</ItemGroupData>
					<ItemGroupData ItemGroupOID="LB" ItemGroupRepeatKey="LB-003">
						<ItemDataString ItemOID="LBTEST"><VAL:INSPECTION_ITEM_1></ItemDataString>
						<ItemDataString ItemOID="LBDAT"><VAL:INSPECTION_DATE_3_af_date></ItemDataString>
						<ItemDataString ItemOID="LBORRES"><VAL:TEST_RESULT_1_3></ItemDataString>
					</ItemGroupData>
					<ItemGroupData ItemGroupOID="LB" ItemGroupRepeatKey="LB-004">
						<ItemDataString ItemOID="LBTEST"><VAL:INSPECTION_ITEM_1></ItemDataString>
						<ItemDataString ItemOID="LBDAT"><VAL:INSPECTION_DATE_4_af_date></ItemDataString>
						<ItemDataString ItemOID="LBORRES"><VAL:TEST_RESULT_1_4></ItemDataString>
					</ItemGroupData>
					<ItemGroupData ItemGroupOID="LB" ItemGroupRepeatKey="LB-005">
						<ItemDataString ItemOID="LBTEST"><VAL:INSPECTION_ITEM_1></ItemDataString>
						<ItemDataString ItemOID="LBDAT"><VAL:INSPECTION_DATE_5_af_date></ItemDataString>
						<ItemDataString ItemOID="LBORRES"><VAL:TEST_RESULT_1_5></ItemDataString>
					</ItemGroupData>
					<ItemGroupData ItemGroupOID="LB" ItemGroupRepeatKey="LB-006">
						<ItemDataString ItemOID="LBTEST"><VAL:INSPECTION_ITEM_1></ItemDataString>
						<ItemDataString ItemOID="LBDAT"><VAL:INSPECTION_DATE_6_af_date></ItemDataString>
						<ItemDataString ItemOID="LBORRES"><VAL:TEST_RESULT_1_6></ItemDataString>
					</ItemGroupData>
					<ItemGroupData ItemGroupOID="LB" ItemGroupRepeatKey="LB-007">
						<ItemDataString ItemOID="LBTEST"><VAL:INSPECTION_ITEM_2></ItemDataString>
						<ItemDataString ItemOID="LBDAT"><VAL:INSPECTION_DATE_1_af_date></ItemDataString>
						<ItemDataString ItemOID="LBORRES"><VAL:TEST_RESULT_2_1></ItemDataString>
					</ItemGroupData>
					<ItemGroupData ItemGroupOID="LB" ItemGroupRepeatKey="LB-008">
						<ItemDataString ItemOID="LBTEST"><VAL:INSPECTION_ITEM_2></ItemDataString>
						<ItemDataString ItemOID="LBDAT"><VAL:INSPECTION_DATE_2_af_date></ItemDataString>
						<ItemDataString ItemOID="LBORRES"><VAL:TEST_RESULT_2_2></ItemDataString>
					</ItemGroupData>
					<ItemGroupData ItemGroupOID="LB" ItemGroupRepeatKey="LB-009">
						<ItemDataString ItemOID="LBTEST"><VAL:INSPECTION_ITEM_2></ItemDataString>
						<ItemDataString ItemOID="LBDAT"><VAL:INSPECTION_DATE_3_af_date></ItemDataString>
						<ItemDataString ItemOID="LBORRES"><VAL:TEST_RESULT_2_3></ItemDataString>
					</ItemGroupData>
					<ItemGroupData ItemGroupOID="LB" ItemGroupRepeatKey="LB-010">
						<ItemDataString ItemOID="LBTEST"><VAL:INSPECTION_ITEM_2></ItemDataString>
						<ItemDataString ItemOID="LBDAT"><VAL:INSPECTION_DATE_4_af_date></ItemDataString>
						<ItemDataString ItemOID="LBORRES"><VAL:TEST_RESULT_2_4></ItemDataString>
					</ItemGroupData>
					<ItemGroupData ItemGroupOID="LB" ItemGroupRepeatKey="LB-011">
						<ItemDataString ItemOID="LBTEST"><VAL:INSPECTION_ITEM_2></ItemDataString>
						<ItemDataString ItemOID="LBDAT"><VAL:INSPECTION_DATE_5_af_date></ItemDataString>
						<ItemDataString ItemOID="LBORRES"><VAL:TEST_RESULT_2_5></ItemDataString>
					</ItemGroupData>
					<ItemGroupData ItemGroupOID="LB" ItemGroupRepeatKey="LB-012">
						<ItemDataString ItemOID="LBTEST"><VAL:INSPECTION_ITEM_2></ItemDataString>
						<ItemDataString ItemOID="LBDAT"><VAL:INSPECTION_DATE_6_af_date></ItemDataString>
						<ItemDataString ItemOID="LBORRES"><VAL:TEST_RESULT_2_6></ItemDataString>
					</ItemGroupData>
					<ItemGroupData ItemGroupOID="LB" ItemGroupRepeatKey="LB-013">
						<ItemDataString ItemOID="LBTEST"><VAL:INSPECTION_ITEM_3></ItemDataString>
						<ItemDataString ItemOID="LBDAT"><VAL:INSPECTION_DATE_1_af_date></ItemDataString>
						<ItemDataString ItemOID="LBORRES"><VAL:TEST_RESULT_3_1></ItemDataString>
					</ItemGroupData>
					<ItemGroupData ItemGroupOID="LB" ItemGroupRepeatKey="LB-014">
						<ItemDataString ItemOID="LBTEST"><VAL:INSPECTION_ITEM_3></ItemDataString>
						<ItemDataString ItemOID="LBDAT"><VAL:INSPECTION_DATE_2_af_date></ItemDataString>
						<ItemDataString ItemOID="LBORRES"><VAL:TEST_RESULT_3_2></ItemDataString>
					</ItemGroupData>
					<ItemGroupData ItemGroupOID="LB" ItemGroupRepeatKey="LB-015">
						<ItemDataString ItemOID="LBTEST"><VAL:INSPECTION_ITEM_3></ItemDataString>
						<ItemDataString ItemOID="LBDAT"><VAL:INSPECTION_DATE_3_af_date></ItemDataString>
						<ItemDataString ItemOID="LBORRES"><VAL:TEST_RESULT_3_3></ItemDataString>
					</ItemGroupData>
					<ItemGroupData ItemGroupOID="LB" ItemGroupRepeatKey="LB-016">
						<ItemDataString ItemOID="LBTEST"><VAL:INSPECTION_ITEM_3></ItemDataString>
						<ItemDataString ItemOID="LBDAT"><VAL:INSPECTION_DATE_4_af_date></ItemDataString>
						<ItemDataString ItemOID="LBORRES"><VAL:TEST_RESULT_3_4></ItemDataString>
					</ItemGroupData>
					<ItemGroupData ItemGroupOID="LB" ItemGroupRepeatKey="LB-017">
						<ItemDataString ItemOID="LBTEST"><VAL:INSPECTION_ITEM_3></ItemDataString>
						<ItemDataString ItemOID="LBDAT"><VAL:INSPECTION_DATE_5_af_date></ItemDataString>
						<ItemDataString ItemOID="LBORRES"><VAL:TEST_RESULT_3_5></ItemDataString>
					</ItemGroupData>
					<ItemGroupData ItemGroupOID="LB" ItemGroupRepeatKey="LB-018">
						<ItemDataString ItemOID="LBTEST"><VAL:INSPECTION_ITEM_3></ItemDataString>
						<ItemDataString ItemOID="LBDAT"><VAL:INSPECTION_DATE_6_af_date></ItemDataString>
						<ItemDataString ItemOID="LBORRES"><VAL:TEST_RESULT_3_6></ItemDataString>
					</ItemGroupData>
					<ItemGroupData ItemGroupOID="LB" ItemGroupRepeatKey="LB-019">
						<ItemDataString ItemOID="LBTEST"><VAL:INSPECTION_ITEM_4></ItemDataString>
						<ItemDataString ItemOID="LBDAT"><VAL:INSPECTION_DATE_1_af_date></ItemDataString>
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