<! DOCTYPE i chi csrack [

<l-- PUBLIC "-//1CHWR//DTD I CH | CSR Acknow edgnent Vers. 1.1//EN' "ich-icsrack-
vl 1.dtd" -->
<I--

I ndi vi dual Case Safety Report Acknow edgment Docunent Type Definition
The DTD issued by the ICH M2 group and is public domain in nature.

No one can claimcopyright on this DID
No comrercial distribution is allowed.

The I1CH is not responsible for any damage or financial |loss resulting from
use of this DID. This version is tentative in nature and changes are expected.
This DTD is subject to the ICH M2 change control procedures.

Version 1.0, Release 1.0
Version 1.1, Release 1.0, 10 Novenber 2000

-->
<! -- TECHN CAL NOCTE
| CH | CSR SGWL. Decl arati on

To correctly parse an ICH I CSR SGVML nmessage requires the selection of the
correct SGW declaration, along with this DID, and the ICH I CSR SGW i nstance.
Thi s technical note provides gui dance on which of several SGW decl arations
included with the ICH ICSR application to sel ect based on the | anguage and
character set used within the ICH ICSR SGW instance. The method by which

an SGW parser is told to use a specific declaration is parser specific.

The three nost comon nethods are:

1. Tell the parser via the conmand |ine which declaration to use.

2. Tell the parser via a specific environnment variable which declaration
to use.

3. If the parser supports SGVL. Open catalogs, within the catalog file
is a command that can tell the parser which declaration to use. SGW
catalog files are an industry standard way to tell a parser howto find
all of the pieces (declaration, DID, SGW docunent instance) needed to
successful ly parse.

To cover all of the | anguages necessary to support the ICH I CSR applicati on,
| SO 10646 (UNI CODE) woul d have to be used. |If this were the case, then only
one SGWL decl aration would be needed to support all |ICH ICSR | anguages.
Because UNI CODE support is not available in all popul ar conputer application
progranms, the ICH M2 EWG has recommended that a variety of character sets be
used at this tine, instead of a single UNI CODE character encoding. For each
of these different character encodings a different SGW decl aration needs to
be generated and used.

Five SGW declarations are included with the 1CH ICSR distribution. They
are described briefly bel ow



ich-icsr-latinl.dcl - This SGW declaration supports the |1 SO 8859-1 (Latin 1)
character set. This character set supports English, and nost Western
Eur opean | anguages.

ich-icsr-latin7.dcl - This SGW decl aration supports the |1SO 8859-7 (Latin 7)
character set. This character set supports G eek.

ich-icsr-sjis.dcl - This SGW decl aration supports the Shift JI'S character
set for encodi ng Japanese.

ich-icsr-utf8.dcl - This SGW decl aration supports the |1SO 10646 (UN CODE)
UTF-8 character set. This character set supports alnost all of the worlds
currently witten | anguages.

ich-icsr-mult.dcl - This SGW declaration will support all of the currently
defined I CH CSR | anguages, and it doesn't require the use of UNNCODE. It is
however a "hack"” that relies on a fortuitous characteristic of the | anguages
currently being used within the ICH | CSR SGW. appl i cati on.

Thi s hack works because the character set docunented within an SGW
declaration is for the benefit of both the SGW parser, and the progranmer

who i nplements the SGWL application. The programrer needs detail ed know edge
of all the characters being used to correctly code an application. The parser
only really needs to about sonme of the characters. |In particular it needs to
know whi ch characters signify an SGW event. For instance that the "<"
character starts an SGWL. open tag, and the "</" character sequence starts an
SGWL close tag. Al told, the parser needs to know very little. Because of
the particul ar combination of character sets being used within the ICH I CSR
application, an SGW declaration can be defined that tells the parser just what
it needs to know and still work across all of the different character sets.

The catch is that this SGW declaration doesn't tell the programer all that
she or he needs to know to correctly code the rest of the application. |If this
declaration is used, the programmer will have to get this detailed information
from anot her source.

-->
<! - - e s s s s pus s >
<l-- Entities -->

<! - - s s
<l-- Use the lang attribute to indicate the | anguage of an --

-- elenments content via an | SO 639 | anguage Code. -->

<IENTITY %Il ang. att "lang CDATA #l MPLI ED' >

<l-- Standard Character Entities to escape SGW special characters. --
-- Wien "<", ">", and "&" occur in text, they should be repl aced --
-- by "&t;", "&t;", and "&anp;" respectfully. -->

<l-- Less Than "<" -->

<IENTITY It " &#38; #60; " >

<l-- Geater Than ">" -->

<IENTITY gt " &#62; " >

<l-- Anmpersand "&" -->



<IENTITY anp " &#38; #38; ">

<! ELEMENT i chi csrack - -
(i chi csrmessageheader ,
acknow edgment ) >

<! ATTLI ST i chi csrack

|l ang CDATA #REQUI RED
>

<l-- M1 ICHICSR Message Header Information -->

<! ELEMENT i chi csrnessageheader - -
(messaget ype ,
nmessagef or mat ver si on ,
nmessagef or matr el ease ,
nmessagenunb ,
nessagesenderidentifier ,
nmessager ecei veridentifier ,

nessagedat ef or mat ,

nessagedat e) >

<I' ATTLI ST i chi csrnessageheader
% ang. att;

>

<l-- M1.1 Message Type -->
<! ELEMENT nessaget ype - - (#PCDATA) >
<I ATTLI ST messaget ype
% ang. att;
>

<l-- M1. 2 Message Format Version -->
<! ELEMENT nessagef or mat ver si on - - (#PCDATA) >
<l ATTLI ST nessagef or mat ver si on
% ang. att;
>

<l-- M1. 3 Message Format Rel ease -->
<! ELEMENT nessagef ormatrel ease - - (#PCDATA) >
<! ATTLI ST nmessagef ornatrel ease
% ang. att;
>

<l-- M1. 4 Message Nunmber -->
<! ELEMENT messagenunb - - (#PCDATA) >
<! ATTLI ST messagenunb
% ang. att;
>

<I-- M1.5 Message Sender ldentifier -->
<l ELEMENT messagesenderidentifier - - (#PCDATA) >
<I ATTLI ST nessagesenderi dentifier
% ang. att;
>



<I-- M1.6 Message Receiver ldentifier -->
<l ELEMENT nessagerecei veridentifier - - (#PCDATA) >
<I ATTLI ST nmessagerecei veridentifier
% ang. att;
>

<l-- M1l 7a Message Date Format -->
<! ELEMENT nessagedat ef or mat - - (#PCDATA) >
<! ATTLI ST nmessagedat ef or mat
% ang. att;
>

</-- M1.7b Message Date -->
<! ELEMENT messagedat e - - (#PCDATA) >
<I ATTLI ST nmessagedat e
% ang. att;
>

<l-- A 1 ICSR Acknow edgnent Message- - >

<! ELEMENT acknow edgnent - -
(messageacknow edgnent ,
reportacknow edgnent *) >

<! ATTLI ST acknowl edgnent
% ang. att;

>

<l-- A 1 Message Acknow edgnent -->
<! ELEMENT messageacknow edgnent - -
(i csrmessagenunb ,
| ocal nessagenunb? ,
i csrmessagesenderidentifier ,
i csressager ecei veridentifier |
i csrmessagedat ef or mat ,
i csrmessagedat e ,
transm ssi onacknow edgment code ,
par si ngerror nessage?) >
<! ATTLI ST nessageacknow edgnent
% ang. att;
>

<l-- A 1.1 ICSR Message Nunmber -->

<! ELEMENT i csrmessagenunb - - (#PCDATA) >
<! ATTLI ST i csrmessagenunb

% ang. att;
>

<l-- A 1.2 Local Message Nunber -->

<! ELEMENT | ocal nessagenunb - - ( #PCDATA) >
<I ATTLI ST | ocal nessagenunb

% ang. att;
>

<l-- A 1.3 ICSR Message Sender ldentifier -->
< ELEMENT i csrnmessagesenderidentifier - - (#PCDATA) >
<I ATTLI ST i csrmessagesenderidentifier

% ang. att;



>

<l-- A 1.4 ICSR Message Receiver ldentifier -->

<! ELEMENT i csrmessager ecei veridentifier - - (#PCDATA) >
<! ATTLI ST i csrnmessager ecei veri dentifier

% ang. att;
>

<I-- Al 5a | CSR Message Date Format -->

<! ELEMENT i csr nmessagedat ef or mat - - (#PCDATA) >
<! ATTLI ST i csr messagedat ef or mat

% ang. att;
>

<l-- A 1.5b ICSR Message Date -->

<! ELEMENT i csrnmessagedat e - - ( #PCDATA) >
<l ATTLI ST i csrmessagedat e
% ang. att;
>
<l-- A 1.6 Transm ssion Acknow edgnent -->
<! ELEMENT transm ssi onacknow edgnment code - - (#PCDATA) >
<I' ATTLI ST transm ssi onacknow edgnent code
% ang. att;
>

<l-- A 1.7 Parsing Error Message -->
<! ELEMENT par si ngerrornessage - - (#PCDATA) >
<! ATTLI ST parsi ngerrornessage
% ang. att;
>

<!-- B.1 Report Acknow edgnent -->
<! ELEMENT r eport acknow edgnent - -
(safetyreportid ,
saf et yreportversion? ,
| ocal report nunb? ,
aut horitynunmb? ,
conmpanynunb? ,
recei pt dat ef or mat ? ,
recei ptdate? ,
reportacknow edgnent code ,
errornessageconment ?) >
<! ATTLI ST reportacknow edgnent
% ang. att;
>

<l-- B. 1.1 Safety Report Identification -->
<! ELEMENT safetyreportid - - ( #PCDATA) >
<! ATTLI ST safetyreportid
% ang. att;
>

<l-- B. 1.2 Safety Report Version -->
<! ELEMENT saf et yreportversion - - (#PCDATA) >
<I ATTLI ST safetyreportversion

% ang. att;



>

<l-- B.1.3 Local Report Nunber -->
<! ELEMENT I ocal r eport nunb - - (#PCDATA) >
<! ATTLI ST | ocal report nunb
% ang. att;
>

<l-- B.1.4 Regulatory authority's case report number (E2BM - A 1.10.1)-->
<! ELEMENT aut hori tynunb - - (#PCDATA) >
<! ATTLI ST aut horitynunb
% ang. att;
>

<l-- B.1.5 Gther sender's case report number (E2BM - A 1.10.2) -->
<! ELEMENT conpanynunb - - ( #PCDATA) >
<I ATTLI ST conpanynunb
% ang. att;
>

<l-- B.1l.7a Receipt Date Fornatof the nobst recent information for this report
(E2BM - A 1.7) -->
<! ELEMENT r ecei pt dat ef or mat - - (#PCDATA) >
<! ATTLI ST recei pt dat ef or mat
% ang. att;
>

<l-- B.1.7b Date of receipt of the nost recent information for this report (E2BM
- AL1LT7) -->
<! ELEMENT r ecei ptdate - - ( #PCDATA) >
<I ATTLI ST recei ptdate
% ang. att;
>

<!-- B.1l.8 Acknow edgnent Code for a report -->
<! ELEMENT reportacknow edgnent code - - (#PCDATA) >
<! ATTLI ST reportacknow edgnment code
% ang. att;
>

<l/-- B.1.9 Error Message or Coment -->
<! ELEMENT errormessagecoment - - (#PCDATA) >
<I ATTLI ST errormessageconmment

% ang. att;
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