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

I ndi vi dual Case Safety Report Acknow edgment Document Type Definition
The DTD i ssued by the ICH M2 group and is public donain in nature.

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

The ICH is not responsible for any damage or financial |oss resulting from

use of this DID. This version is tentative in nature and changes are
expect ed.

This DID is subject to the ICH M2 change control procedures.

Version 1.0, Release 1.0

Version 1.1, Release 1.0, Date to be deci ded
-->
<! -- TECHN CAL NOCTE

I CH I CSR SGWL Decl arati on

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

an SGWL 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 environment variable which declaration
to use.

3. If the parser supports SGWL Open catal ogs, 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, DTD, 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 popular conputer application
progranms, the |CH M2 EW5 has reconmended 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 declaration 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 decl aration supports the |1SO 8859-1 (Latin 1)
character set. This character set supports English, and nost Western
Eur opean | anguages.



ich-icsr-latin7.dcl - This SGW declaration 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 ( UNI 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 programrer

who inplements 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 sone of the characters. |n 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.

-->
<!-- s . . . . . . . .. .. . . . .. . .. . T, T, . T, . . T, . . . . T . T . . . . . . S S . S S . . -->
<l-- Entities -->
<!-- s>
<l-- Use the lang attribute to indicate the | anguage of an

el ements content via an | SO 639 | anguage Code. -->
<IENTITY %l ang.att "lang CDATA #|l MPLI ED">
<l-- Standard Character Entities to escape SGW special characters.

When "<", ">", and "&" occur in text, they should be replaced

by "&t;", "&t;", and "&anp;" respectfully. -->
<l-- Less Than "<" -->
<IENTITY |t "&#38; #60; ">
<l-- Geater Than ">" -->

<IENTITY gt "&#62;">
<l-- Anpersand "&" -->
<IENTITY anp "&#38; #38; ">

<!-- e e
<!-- Elenents and Attributes -->

<!-- s>
<I--

Entity ref:

Entity title: | CSR ACK MESSAGE

Conment The rel ati onal nmodel of the Message is described in the

followi ng figure:

-->



<! ELEMENT i chi csrack (i chi csrnessageheader, acknow edgnent) >
<! ATTLI ST i chi csrack
| ang CDATA #REQUI RED

>

<l-- M1 ICH ICSR Message Header Information -->
<l--

Entity ref: M1

Entity title: | CSR ACK MESSAGE HEADER

-->

<! ELEMENT i chi csrnessageheader (nmessagetype, nessageformatversion,
nessagef ormatr el ease, nmessagenunb, nessagesenderidentifi er,
nmessager ecei veridentifier, messagedateformt, nmessagedate)>

<I' ATTLI ST i chi csrnessageheader

% ang. att;
>
<l-- M1.1 Message Type -->
<l--
Field ref: M1.1
Field title: Message type
Fi el d nane: nessaget ype
Field I ength: 16 AN
Fi el d val ues: i chi csrack
-->

<! ELEMENT messaget ype (#PCDATA) >
<I ATTLI ST nessaget ype

% ang. att;
>
<l-- M1 2 Message Format Version -->
<l--
Field ref: M1.2
Field title: Message Format Version
Fi el d nane: nmessagef or mat ver si on
Field | ength: 3AN
Comment In Step 4 | CSR ACK DTD version 1.0, this field will have value "1".
-->

<! ELEMENT nessagef or mat ver si on (#PCDATA) >
<l ATTLI ST nessagef or mat ver si on

% ang. att;
>
<l-- M 1. 3 Message Format Rel ease -->
<l--
Field ref: M1.3
Field title: Message Format Rel ease
Fi el d nane: nessagef ormatr el ease
Field | ength: 3AN
Conment In Step 4 ICSR ACK DID version 1.0, this field will have value "0".
-->

<! ELEMENT nessagef ormatrel ease (#PCDATA) >
<! ATTLI ST nessagef ormatr el ease

% ang. att;
>
<l-- M1. 4 Message Nunmber -->
<l--
Field ref: M1.4
Field title: Message Nunber
Fi el d nane: nmessagenumnb

Field | ength: 100AN



Fi el d val ues:
-->
<! ELEMENT nessagenunb (#PCDATA) >
<I ATTLI ST nmessagenunb
% ang. att;
>
<l-- M1.5 Message Sender ldentifier -->
<I--

Field ref: M1.5

Field title: Message Sender | D

Fi el d nane: nessagesenderi dentifier
Field I ength: 60AN

Fi el d val ues:

-->

<! ELEMENT nessagesenderi dentifier (#PCDATA) >

<I ATTLI ST nessagesenderi dentifier
% ang. att;
>
<l-- M1 6 Message Receiver ldentifier -->
<l--
Field ref: M1.6
Field title: Message Receiver ID
Fi el d nane: nmessager ecei veridentifier
Field | ength: 60AN
Fi el d val ues:
-->

<l ELEMENT nessagerecei veridentifier (#PCDATA) >
<I ATTLI ST messagerecei veridentifier
% ang. att;

>

<I-- M1l 7a Message Date Format -->
<l--

Field ref: M 1. 7a

Field title: Message Date Format
Fi el d nane: nessagedat ef or mat
Field | ength: 3N

Fi el d val ues: 204=CCYYMVDDHHWMSS
-->

<! ELEMENT nessagedat ef or mat (#PCDATA) >

<I ATTLI ST messagedat ef or mat

% ang. att;
>
<l-- M1.7b Message Date -->
<l--
Field ref: M1.7b
Field title: Message Date
Fi el d nane: nessagedat e
Field I ength: 14N
Fi el d val ues: CCYYMVDDHHMVES
-->

<! ELEMENT nessagedat e (#PCDATA) >
<! ATTLI ST nmessagedat e
% ang. att;
>
<l-- A1 ICSR Acknow edgnent Message-->
<I--
Entity ref:



Entity title: | CSR Acknow edgnent

--2>

<! ELEMENT acknow edgnent (messageacknow edgnent, reportacknow edgnent*) >
<l ATTLI ST acknowl edgnent

% ang. att;
>
<l-- A1l Message Acknow edgnent -->
<I--
Entity ref: A1l
Entity title: | CSR ACK MESSAGE ACKNOWNLEGVENT
-->

<! ELEMENT nessageacknow edgnment (i csrmessagenunb, | ocal messagenunb?,

i csrnessagesenderi dentifier, icsrmessagereceiveridentifier,

i csrmessagedat ef ormat, icsrmessagedate, transm ssi onacknow edgment code,
par si ngerror nessage?) >

<I ATTLI ST nessageacknow edgnent

% ang. att;
>
<l-- A 1.1 ICSR Message Nunber -->
<l--
Field ref: All1l
Field title: | CSR Message Number
Fi el d nane: i csrmessagenunb
Field | ength: 100AN
Conmrent
-->

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

% ang. att;
>
<l-- A 1.2 Local Message Nunber -->
<l--
Field ref: Al2
Field title: Local Message Number
Fi el d nane: | ocal nessagenunb
Field | ength: 100AN
Fi el d val ues:
-->

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

% ang. att;
>
<l-- A 1.3 ICSR Message Sender ldentifier -->
<l--
Field ref: Al3
Field title: | CSR Message Sender |ID
Fi el d nane: i csrmessagesenderidentifier
Field I ength: 60AN
Fi el d val ues:
-->

<! ELEMENT i csrnmessagesenderi dentifier (#PCDATA) >
<I ATTLI ST i csrnessagesenderidentifier

% ang. att;
>
<l-- A 1.4 ICSR Message Receiver ldentifier -->
<l--

Field ref: Al 4



Field title: | CSR Message Receiver |ID

Fi el d nane: i csrmessager ecei veridentifier
Field | ength: 60AN

Fi el d val ues:

-->

<! ELEMENT i csrnessager ecei veridentifier (#PCDATA) >

<I ATTLI ST i csrmessager ecei veri dentifier
% ang. att;

>

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

<l--

Field ref: A 1. 5a

Field title: | CSR Message Date

Fi el d nane: i csrmessagedat ef or mat

Field | ength: 3N

Fi el d val ues: 204=CCYYMVDDHHMVES

-->

<! ELEMENT i csrnmessagedat ef or mat ( #PCDATA) >

<l ATTLI ST i csrmessagedat ef or mat

% ang. att;
>
<l-- A 1.5b I CSR Message Date -->
<I--
Field ref: A . 1.5b
Field title: | CSR Message Date
Fi el d nane: i csrmessagedat e
Field I ength: 14N
Fi el d val ues: CCYYMVDDHHMVES
-->

<! ELEMENT i csrnessagedat e (#PCDATA) >

<I' ATTLI ST i csrmessagedat e
% ang. att;
>
<l-- A 1.6 Transm ssion Acknow edgnent -->
<l--
Field ref: Al.6
Field title: Transm ssi on Acknow edgment Code
Fi el d nane: transm ssi onacknow edgnent code
Field | ength: 2N

Fi el d val ues:

01=All Reports | oaded into database

02=ICSR Error, not all reports |oaded into the database, check section B
03=SGWL. parsing error, no data extracted

-->

<! ELEMENT transni ssi onacknow edgrent code (#PCDATA) >

<I' ATTLI ST transm ssi onacknow edgment code

% ang. att;
>
<l-- A 1.7 Parsing Error Message -->
<l--
Field ref: Al 7
Field title: Par si ng Error Message
Fi el d nane: par si ngerror nessage
Field I ength: 250AN
-->

<! ELEMENT par si ngerrormessage (#PCDATA) >
<! ATTLI ST par si ngerrornessage



% ang. att;

>

<l-- B.1 Report Acknow edgnent -->

<I--

Entity ref: B.1

Entity title: | CSR ACK REPCORT ACKNOW.EGVENT
-->

<! ELEMENT reportacknow edgnent (safetyreportversion?, safetyreportid,
saf etyreportversi on?, |ocalreportnunb?, authoritynunb?, conpanynunb?,
recei ptdateformat?, receiptdate?, reportacknow edgnent code,
errornessageconment ?) >

<l ATTLI ST reportacknow edgnent

% ang. att;
>
<l-- B.1.1 Safety Report Version -->
<l--
Field ref: B.1.1
Field title: Saf ety Report Version
Fi el d nane: saf et yreportversion
Field | ength: 2AN
-->

<! ELEMENT saf et yreportversi on (#PCDATA) >
<! ATTLI ST safetyreportversion

% ang. att;
>
<l-- B.1.2 Safety Report ldentification -->
<l--
Field ref: B.1.2
Field title: Saf ety Report |ID
Fi el d nane: saf etyreportid
Field I ength: 100AN
-->

<! ELEMENT safetyreportid (#PCDATA) >
<! ATTLI ST safetyreportid

% ang. att;
>
<l-- B.1.3 Local Report Nunmber -->
<l--
Field ref: B.1.3
Field title: Local Report Number
Fi el d nane: | ocal report nunber
Field | ength: 100AN
Conment A possi ble scenario for the use of |ocalreportnunber is the

following (M\: nessage nunber, RN: report number, CN. case nunber, MACKN
nessage bei ng-acknow edged nunber, LRN: | ocal report nunber):
-->
<! ELEMENT | ocal report nunb (#PCDATA) >
<! ATTLI ST | ocal report nunb
% ang. att;
>
<l-- B.1.4 Reqgulatory authority's case report nunber (E2BM - A 1.10.1)-->
<l--

Field ref: B.1.4

Field title: Nati onal regulatory authority's case report nunmber (E2B-
A 1.10.1)

Fi el d nane: aut horit ynurmber

Field | ength: 100AN



-->
<! ELEMENT aut hori tynunb (#PCDATA) >
< ATTLI ST aut horitynumnb

% ang. att;
>
<l-- B.1.5 Oher Sender's case report number (E2BM - A 1.10.2) -->
<l--

Field ref: B.1.5

Field title: Conpany' s case report number (E2B - A 1.10.2)
Fi el d nane: conmpanynunber

Field I ength: 100AN

Fi el d val ues:

-->

<! ELEMENT conpanynunb (#PCDATA) >

<! ATTLI ST conpanynunb

% ang. att;
>
<!-- B.1.7a Receipt Date Format -->
<I--
Field ref: B.1.7a
Field title: Recei pt Date Format (E2B- A 1.7)
Fi el d nane: recei pt dat ef or mat
Field | ength: 3N
Fi el d val ues: 102 - Format CCYYMVDD
-->

<! ELEMENT recei pt dat ef or mat (#PCDATA) >
<I ATTLI ST recei pt dat ef or mat
% ang. att;

>

<l-- B.1.7b Date of receipt of the nost recent information (E2BM- A 1.7) -->
<l--

Field ref: B.1.7b

Field title: Date of receipt of the nost recent information (E2B- A 1.7)
Fi el d nane: recei ptdate

Field I ength: 8N

Fi el d val ues:

-->

<! ELEMENT recei ptdate (#PCDATA) >
<! ATTLI ST recei ptdate

% ang. att;
>
<l-- B.1.8 Acknow edgnent Code for a report -->
<l--
Field ref: B.1.8
Field title: Acknowl edgrment Code for a report
Fi el d nane: reportacknow edgnent code
Field | ength: 2N

Fi el d val ues:
0l1=Report Loaded Successfully
02=Report Not Loaded
-->
<! ELEMENT reportacknow edgnment code (#PCDATA) >
<! ATTLI ST report acknow edgnent code
% ang. att;
>
<l-- B.1.9 Error Message or Conmment -->
<l--



Field ref: B.1.9

Field title: Error Message or Comment
Fi el d nane: error messageconment
Field | ength: 250AN

Fi el d val ues:

-->

<! ELEMENT errornessagecomment (#PCDATA) >
<I ATTLI ST error messageconment

% ang. att;
>



