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<IDOCTYPE mhlwadminitemsicsr [

<{-- PUBLIC “-//ICHM2//DTD MHLW ADMIN 2.1//EN” “mhlw-admin2.1.dtd” ——>
=

<{I-- Entities -—>

-

<{I-- Use the lang attribute to indicate the language of an elements  —
—— content via an ISO 639 language Code. -—>

<IENTITY % lang.att “lang CDATA #IMPLIED">

<{!-— Standard Character Entities to escape SGML special characters. ——
—— When “<”, “>”, and “&” occur in text, they should be replaced —
— by "&It;", "&gt;”, and “&amp;” respectively. -—>

{1-- Less Than "< ——>
IENTITY It "&#60;">

{1-- Greater Than ">" ——>
<IENTITY gt "&#62:7>

<{-- Ampersand “&”" ——>
ENTITY amp  “&#38;">

Q-

<{I-— Elements and Attributes -—>

Q-

<IELEMENT mhlwadminitemsicsr - -
(mhlwsafetyreportid
mhlwsafetyreportversion?
mhlwadmicsrinfoobtndatesource ,
mhlwadmicsrcasenum
mhlwadmicsrmhlwcumreporttimes? ,
mhlwadmicsrcompleteclass? ,
mhlwadmicsrcommentsincomplete? ,
mhlwadmicsrnewdrugclass?
mhlwadmicsrcountermeasures?
mhlwadmicsrreporttimesevent? ,
mhlwcompoundnum?
mhlwabstractofstudy*
mhlwadmicsrremarks?)>

JATTLIST mhlwadminitemsicsr

lang CDATA #REQUIRED

>

<{I-— J.3 MHLW admin Date of receipt of the most recent information for this report ——>

<IELEMENT mhlwadmicsrinfoobtndatesource - -



<IELEMENT mhlwadmicsrinfoobtndatesource - -
(mhlwadmicsrreceiptdateformat
mhlwadmicsrreceiptdate)>

JATTLIST mhlwadmicsrinfoobtndatesource

%lang.att;
>

<I-- J.4 MHLW admin icsr case number —>
<IELEMENT mhlwadmicsrcasenum - -
(mhlwadmicsrcasenumclass? |
mhlwadmicsrcasenumb?)>

JIATTLIST mhlwadmicsrcasenum

%lang.att;

>

<I--J.12 MHLW admin icsr abstract of study —>
<IELEMENT mbhlwabstractofstudy - -
(mhlwindicationforstudy

mhlwphaseofstudies
mhlwnumbofptundertreatment)>

JATTLIST mhlwabstractofstudy

%lang.att;

>

<{I--J.13 MHLW admin icsr remarks ——>
<IELEMENT mhlwadmicsrremarks --
(mhlwadmicsrremarks1?
mhlwadmicsrremarks2?
mhlwadmicsrremarks3?
mhlwadmicsrremarks4?)>

JATTLIST mhlwadmicsrremarks

%lang.att;

>

<{'-- J.1 MHLW admin Safety Report Unique Identifier ICSR A.1.0.1 same value) —>
<{'-- A.1.0.1 Sender’s(case) Safety Report Unique Identifier —>

<{IELEMENT mhlwsafetyreportid — — #PCDATA)>

{IATTLIST mhlwsafetyreportid

%lang.att;

>

<I-- J.2 MHLW admin safety report version ——>
{IELEMENT mhlwsafetyreportversion — — (#PCDATA)>
{JATTLIST mhlwsafetyreportversion

%lang.att;

>

<{I-— J.3a MHLW admin Date of receipt of the most recent information for this report ——>
<{'ELEMENT mhlwadmicsrreceiptdateformat — — (#PCDATA)>

<IATTLIST mhlwadmicsrreceiptdateformat

%lang.att:



%lang.att;
>

<{I-— J.3b MHLW admin Date of receipt of the most recent information for this report —>
{'ELEMENT mhlwadmicsrreceiptdate — — (#PCDATA) >

<IATTLIST mhlwadmicsrreceiptdate

%lang.att;

>

<{I-- J.4a MHLW admin icsr case number class —>
{'IELEMENT mhlwadmicsrcasenumclass — — (#PCDATA) >
JATTLIST mhlwadmicsrcasenumclass

%lang.att;

>

<{!—= J.4b MHLW admin icsr case humber —>
<{'ELEMENT mhlwadmicsrcasenumb — — (#PCDATA) >
JATTLIST mhlwadmicsrcasenumb

%lang.att;
>

<I-- J.5 MHLW admin icsr report the number of times —>
<{IELEMENT mhlwadmicsrmhlwcumreporttimes — — #PCDATA) >
<JATTLIST mhlwadmicsrmhlwcumreporttimes

%lang.att;

>

<{I-- J.6 MHLW admin icsr complete class —>
<'ELEMENT mhlwadmicsrcompleteclass — — ##PCDATA) >
<{IATTLIST mhlwadmicsrcompleteclass

%lang.att;
>

<I-=J.7 MHLW admin icsr comments of complete —>
<{'ELEMENT mhlwadmicsrcommentsincomplete — — (#PCDATA) >
<JATTLIST mhlwadmicsrcommentsincomplete

%lang.att;

>

<{!-- J.8 MHLW admin icsr new drug class ——>
<{IELEMENT mhlwadmicsrnewdrugclass — — (#PCDATA) >
ATTLIST mhlwadmicsrnewdrugclass

%lang.att;
>

<I-- J.9 MHLW admin icsr counter measure ——>
<{'ELEMENT mhlwadmicsrcountermeasures — — (#PCDATA) >

JATTLIST mhlwadmicsrcountermeasures



IATTLIST mhlwadmicsrcountermeasures
%lang.att;
>

<{I--= J.10 MHLW admin icsr report times event ——>
<{'ELEMENT mhlwadmicsrreporttimesevent — — (#PCDATA) >
<IATTLIST mhlwadmicsrreporttimesevent

%lang.att;
>

<!I--= J.11 MHLW admin icsr compound number —>
<{IELEMENT mhlwcompoundnum — — (#PCDATA) >
<IATTLIST mhlwcompoundnum

%lang.att;

>

<{I--= J.12.i.1 MHLW admin icsr indication for study —>
{'ELEMENT mhlwindicationforstudy — — (#PCDATA) >
JATTLIST mhlwindicationforstudy

%lang.att;
>

<I-- J.12.i.2 MHLW admin icsr phase of studies —>
{IELEMENT mhlwphaseofstudies — — (#PCDATA) >
<IATTLIST mhlwphaseofstudies

%lang.att;
>

<I--J.12.i.3 MHLW admin icsr number of pt under treatment —>
<'ELEMENT mhlwnumbofptundertreatment — — (#PCDATA) >
<IATTLIST mhlwnumbofptundertreatment

%lang.att;
>

<I-- J.13.1 MHLW admin icsr remarks1 —>
<{'ELEMENT mhlwadmicsrremarks1 — — (#PCDATA) >
<JATTLIST mhlwadmicsrremarks1

%lang.att;
>

<I-— J.13.2 MHLW admin icsr remarks2 —>
<{IELEMENT mhlwadmicsrremarks2 — — (#PCDATA) >
JATTLIST mhlwadmicsrremarks?2

%lang.att;
>

<I-- J.13.3 MHLW admin icsr remarks3 ——>
<{'ELEMENT mhlwadmicsrremarks3 — — (#PCDATA) >
ATTLIST mhlwadmicsrremarks3



<IATTLIST mhlwadmicsrremarks3
%lang.att;
>

<{I--J.13.4 MHLW admin icsr remarks4 ——>
{IELEMENT mhlwadmicsrremarks4 — — #fPCDATA) >
JATTLIST mhlwadmicsrremarks4

%lang.att;

>
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