<I DOCTYPE i chi csr [
<l-- PUBLIC "-//ICHM2//DTD ICH ICSR Vers. 2.1//EN'" "ich-icsr-v2.1.dtd" -->

<I--
I ndi vi dual Case Safety Report Docunent Type Definition

This DID is issued by the ICH M2 group and is public domain in
nat ur e.

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

The ICH is not responsible for any damage or financial |oss resulting fromuse
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, Cctober 17, 1997
1998-04- 21 Modifications made by JPVA
1. Changed "resul tstestsprocedures" to "resultstestsprocedures?".

2. Spelling correction "seriousnesslifethreatning” to
"seriousnesslifethreatening".

3. Spelling correction "seriousnessconginitalanonali" to
"seriousnesscongenital anomal i".

4. Changed ELEMENT "parent nmedi cal structure" to "parentnedi cal epi sodenane".
1998-09- 27 Modifications made by FDA

5. Added lang attribute to ichicsr as #REQUI RED using a % ang. att entity.
6. Added lang attribute to all other elenents as #l MPLI ED.

7. Removed all unordered "&" connectors and replaced with the ordered connector

," to be conpatible with XM.

8. Changed the nanes of el enents under "ichicsrnessageheader” to conply with
group deci si ons.

9. Renpved all "ol d" el enments.
10. Renpved all sequence nunber entities.

11. Added Standard SGWVL character entities &t;, &t;, &anp; so that markup can
be escaped as necessary.

12. Renoved the %act.rec; and %ope.rec; internal entities, thus renoving al
support for the "(app | rep | del )" construct.

13. Root elenment of DID is now "ichicsr" which allows one "ichicsrnmessageheader"
foll owed by "safetyreport+".

14. The rel ationshi p between "drug" and "activesubstance"” is now one to zero or
many.



Version 2.0, Release 1.0, Date to be deci ded

Version 2.1, Release 1.0, agreed Novenber 2000

Docurent ati on of changes made in version 2.0 to version 2.1 should be conpleted
for inplementation.

Saf ety Report Version (ICH ICSR M2 Data Processing el enent) is not an E2BM data
el ement, but rather

shoul d be used for technical transm ssion purposes.

Date of final release of Version 2.1 February 1, 2001

After San Diego ICH 5, this DID was fixed to be final version for Version 2. 1.
Version 2.1, Release 2.0, agreed Feburary 2001.

-->
<l -- TECHNI CAL NOTE
| CH | CSR SGWL. Decl arati on

To correctly parse an ICH | CSR SGW. nessage requires the selection of the
correct SGWL declaration, along with this DID, and the I CH I CSR SGW i nstance.
This technical note provides gui dance on whi ch 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 nethod by which an
SGWL parser is told to use a specific declaration is parser specific.

The three nost common nethods are -

1. Tell the parser via the command |ine which declaration to use.
2. Tell the parser via a specific environnent variable which declaration to use.

3. If the parser supports SGWL Open catalogs, within the catalog file is a
conmmand 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
(decl aration, DID, SGWL docunent instance) needed to successfully parse.

To cover all of the | anguages necessary to support the ICH I CSR application,| SO
10646 (UNI CODE) woul d have to be used. |If this were the case, then only one
SGWL decl arati on woul d be needed to support all ICH ICSR | anguages. Because

UNI CODE support is not available in all popul ar conputer application prograrns,
the 1CH M2 EWG has recommended that a variety of character sets be used at this
time, instead of a single UNI CODE character encoding. For each of these
different character encodings a different SGW decl arati on needs to be generated
and used.

Five SGW declarations are included with the I1CH 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 npst Western European
| 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 (UNI CODE) UTF-8
character set. This character set supports alnost all of the world's currently
witten | anguages.

ich-icsr-mult.dcl - This SGW declaration will support all of the currently
defined | 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. applicati on.

Thi s hack works because the character set docunented within an SGWL decl aration
is for the benefit of both the SGW parser and the progranmer who inplenments the
SGWL application. The programmer needs detail ed know edge of all the characters
bei ng used to correctly code an application. The parser only really needs to
know about sone of the characters. |In particular it needs to know which
characters signify an SGW event. For instance that the "<" character starts an
SGWL open tag, and the "</" character sequence starts an SGW close tag. Al
told, the parser needs to know very little. Because of the particular

conbi nation of character sets being used within the ICH ICSR application, an
SGWL decl aration 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 decl aration doesn't tell the programrer all that she or he needs to
know to correctly code the rest of the application. |If this declaration is
used, the programrer will have to get this detailed information from anot her
sour ce.
-->
<! - - e p S
<l-- Entities -->
<! - - s e s s s s s s pus g g g >
<l-- Use the lang attribute to indicate the | anguage of an el enents --

-- content via an |1SO 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;", "&gt;", and "&anp;" respectively. -->

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

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

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

<IENTITY gt " &#62; " >

<!-- Anpersand "&"' -->
<IENTITY anp " &#38; #38; " >

<l-- Supported '&quot;' to address the CCR # 2913 -->

<l-- quot -->
<IENTI TY quot " &#34; " >



<l-- Supported to address the CCR # 2914 -->

<l-- euro -->

<IENTITY euro " &#8364; " >
<!-- sbquo -->

<IENTI TY sbquo " &#8218; " >
<!-- fpof -->

<IENTITY f nof " &#402; " >
<l-- bdquo -->

<IENTI TY bdquo " &#8222; " >
<l-- hellip -->

<IENTITY hellip " &#8230; " >
<!-- dagger -->

<! ENTI TY dagger " &#8224; " >
<l-- Dagger -->

<IENTI TY Dagger " &#8225; " >
<l-- circ -->

<IENTITY circ " &#710; " >
<l-- perml -->

<IENTITY permi| " &#8240; " >
<l-- Scaron -->

<IENTI TY Scaron " &#352; ">
<l-- |lsaquo -->

<IENTITY | saquo " &#8249; " >
<l-- CHlig -->

<IENTITY CElig " &#338; ">
<l-- Isquo -->

<IENTITY | squo " &#8216; " >
<!-- rsquo -->

<IENTITY rsquo " &#8217; " >
<l-- ldquo -->

<IENTITY | dquo " &#8220; " >
<l-- rdquo -->

<IENTITY rdquo " &#8221; " >
<l-- bull -->

<IENTITY bul | " &#8226; " >
<!-- ndash -->

<! ENTI TY ndash " &#8211; " >



<l-- ndash -->

<IENTI TY ndash " &#8212;" >
<l-- tilde -->

<IENTITY tilde "&#T732;" >
<l-- trade -->

<IENTITY trade " &#8482; " >
<l-- scaron -->

<IENTITY scaron " &#353; " >
<l-- rsaquo -->

<IENTITY rsaquo " &#8250; " >
<l-- oelig -->

<IENTITY oelig " &#339; " >
<l-- yum -->

<IENTITY Yum " &#376; " >
<l-- nbsp -->

<IENTI TY nbsp " &#160; " >
<l-- jiexcl "j" -->

<IENTITY i excl " &#161; " >
<l-- cent "¢" -->

<IENTITY cent " &#162; " >
<l-- pound "£" -->

<IENTI TY pound "&#163; " >
<l-- curren "@" -->

<IENTITY curren " &#164; " >
<l-- yen "¥" -->

<IENTITY yen " &#165; " >
<l-- brvbar "}" -->

<IENTITY brvbar " &#166; " >
<l-- sect "8§" -->

<IENTITY sect " &#167; " >
<!__ um neen S

<IENTITY um " &#168; " >
<l-- copy "©@ -->

<IENTITY copy " &#169; " >
<l-- ordf "a" -->

<IENTITY or df "&#170; " >
<I'-- laquo "«" -->

<IENTITY | aquo "&H#1T71; ">



<l-- not "-" -->
<IENTITY not "&H#LT2; ">

<l-- shy "" -->
<IENTITY shy "&H#173; " >

</-- reg "® -->

<IENTITY reg "&#LT74; " >
<l-- macr """ -->
<IENTITY macr " &#175; ">

<!__ deg mon >
<IENTITY deg "&#176; " >

<l-- plusm "z" -->
<IENTITY pl usm "&H#LTT; ">

<l-- sup2 "2" -->
<IENTITY sup2  "&#178;">

<! S Sup3 II3II __>

<IENTITY sup3 "&#179; " >
<l-- acute """
<I ENTI TY acute "&#180; " >
<l-- mcro "y" -->
<IENTITY mcro " &#181; ">

<l-- para "{" -->
<IENTITY para "&#182;">

<IENTITY mi ddot "&#183;">

<l-- cedil "," -->
<IENTITY cedi| "&#184;">
<l-- supl "t" -->

<IENTITY supl "&#185;">

<l-- ordm"°" -->
<IENTITY ordm "&#186; ">
<!-- raquo "»" -->
<IENTITY raquo "&#187;">

<l-- fracld4 "vo -->
<IENTITY fracl4d "&#188;">

<l-- fracl2 "¥% -->
<IENTITY fracl2 "&#189;">

<l-- frac34 "% -->
<IENTITY frac34 "&#190;">



<l-- iquest "¢" -->
<IENTITY iquest "&#191;">

<!-- Agrave "A' -->
<IENTITY Agrave "&#192;">

<l-- Aacute "A" -->
<IENTITY Aacute "&#193;">

<l-- Acirc "A" -->
<IENTITY Acirc "&#194;"

\

<l-- Atilde "A" -->
<IENTITY Atilde "&*#195;">

<l-- Aum "A" -->
<IENTITY Aum " &#196;">

<l-- Aring "A" -->
<IENTITY Aring "&#197;">

<I-- AHlig "& -->
<IENTITY AElig "&#198;">

<l-- Ccedil "G -->
<IENTITY Ceedil " &#199;">

<!-- Egrave "E' -->
<IENTITY Egrave "&#200;">

<l-- Eacute "E' -->
<IENTITY Eacute "&#201;">

<l-- Ecirc "B" -->
<IENTITY Ecirc "&#202;">

<l-- BEum "E" -->
<I ENTI TY Eum " &#203; " >

<!-- Igrave "I" -->
<IENTITY Il grave "&#204;">

<l-- lacute "i" -->
<IENTITY lacute "&#205;">

<l-- lcirc "1" -->
<IENTITY Icirc "&#206;">

<l-- lum "I" -->
<IENTITY lum " &#207;">

<l-- ETH"D' -->
<IENTI TY ETH "&#208;">

<l-- Ntilde "N -->
<IENTITY Ntilde "&#209;">



<!l-- Qgrave "O' -->
<IENTITY Ograve "&#210;">

<!-- Cacute "O -->
<IENTITY Cacute "&#211;">

<l-- xirc "QO -->
<IENTITY Ccirc "&#212;">

<l-- ilde "0 -->
<IENTITY Otil de "&#213;">

<t-- am "¢ -->
<IENTITY Quni " &#214;">

<l-- tinmes "x" -->
<IENTITY tines "&#215;">

<l-- Gslash "@ -->
<IENTITY Gsl ash "&#216;">

<!-- Ugrave "U' -->
<IENTITY Ugrave "&#217;">

<l-- Uacute "U" -->
<IENTITY Uacute "&#218;">

<l-- Ucirc "0 -->
<IENTITY Ucirc "&#219;">

<o- w0 o>
<IENTITY Uum "&#220;">

<l-- Yacute "Y' -->
<IENTITY Yacute "&#221;">

<l-- THORN "P" -->
<! ENTI TY THORN "&#222; ">

<l-- szlig "R" -->
<IENTITY szlig "&#223;"

\%

<l-- agrave "a" -->
<IENTITY agrave "&#224;">

<l-- aacute "4" -->

<IENTI TY aacute "&#225;">
<l-- acirc "a" -->
<IENTITY acirc "&#226;">

<l-- atilde "&a" -->
<IENTITY atil de "&#227;">

<l-- aum "&" -->
<IENTITY aunm "&#228;">



<l-- aring "a
<IENTITY aring "&#229;">

<l-- aelig "& -->
<IENTITY aelig "&#230;">

<l-- ccedil "¢g" -->

<IENTITY ccedi | "&#231;">
<l-- egrave "e" -->
<IENTITY egrave "&#232;">

<l-- eacute "é&" -->

<IENTITY eacute "&#233;">
<l-- ecirc "&" -->
<IENTITY ecirc "&#234;">

<l-- eum "&" -->
<IENTITY eum "&#235;">

<l-- igrave "i" -->
<IENTITY igrave "&#236;">

<l-- jacute "i" -->
<IENTITY i acute "&#237;">

<l-- jcirc "1" -->
<IENTITY icirc "&#238;">

<l-- jum "1" -->
<IENTITY ium "&#239;">

<l-- eth "&" -->
<IENTITY eth "&#240;">

<l-- ntilde "A" -->

<IENTITY ntilde "&#241;">
<!-- ograve "0" -->
<IENTITY ograve "&#242;">

<!-- oacute "06" -->
<I ENTI TY oacute "&#243;">

<l-- ocirc "6" -->
<I ENTI TY oci rc" &#244; ">

<l-- otilde "06" -->
<IENTITY otil de "&#245;">

<l-- oum "O" -->
<IENTITY ouml " &#246;">

<l-- divide "+" -->
<IENTITY divide "&#247;">



<l-- oslash "g" -->
<IENTI TY osl ash " &#248; ">

<!-- ugrave "0" -->
<IENTITY ugrave "&#249; ">
<l-- uacute "0" -->
<IENTI TY uacute "&#250; ">
<l-- ucirc "@0" -->
<IENTITY ucirc "&#251;">

<l-- uum "Q" -->
<IENTITY uum "&#252;">
<l-- yacute "y" -->
<IENTITY yacute "&#253;">

<l-- thorn "p" -->
<IENTITY thorn "&#254;">

<IENTITY yuni "&#255;">

<I--
<l--

El emrents and Attri butes

<! ELEMENT i chi csr
<! ATTLI ST i chi csr

| ang CDATA #REQUI RED
>

<I--

<! ELEMENT i chi csrnessageheader

(messaget ype
nmessagef or mat ver si on
nmessagef ormatr el ease
nessagenunb
nessagesenderi dentifier

nessager ecei veridentifier

nmessagedat ef or mat
nessagedat e) >

<I' ATTLI ST i chi csrnessageheader

% ang. att;
>

<l-- M1.1 Message Type -->
<! ELEMENT nessaget ype
<I ATTLI ST nmessaget ype
% ang. att;
>

M1 ICH I CSR Message Header

- (ichicsrnessageheader,

I nformation -->

(#PCDATA) >

saf etyreport +) >



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

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

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

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

<I-- M1l.6 Message Receiver ldentifier -->
<! ELEMENT nmessagereceiveridentifier - - (#PCDATA) >
<I ATTLI ST messagerecei veridentifier
% ang. att;
>

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

<l-- M1.7b Message Date -->

<! ELEMENT messagedat e - - (#PCDATA) >
<! ATTLI ST nmessagedat e
% ang. att;
>
<I'-- Individual Case Safety Report(s) Specifications -->
<l-- Al Ildentification of the case safety report -->

<! ELEMENT saf et yreport - -

(saf etyreportversion?,

saf etyreportid ,
pri marysourcecountry? ,
occurcountry? ,

t ransm ssi ondat ef or mat ? ,
t ransm ssi ondat e? ,
reporttype? ,
serious? ,
seriousnessdeat h? ,
seriousnesslifethreat eni ng? ,
seriousnesshospitalization? ,



seriousnessdi sabl i ng?

seri ousnesscongeni tal anomal i ?

seriousnessot her ?
recei vedat ef or mat ?

recei vedat e?
recei pt dat ef or mat

recei ptdate

addi ti onal docunent ?

docunent|ist?

fulfillexpeditecriteria?

aut horitynunmb?
companynunb?
dupl i cat e?
casenul l'ification?
nul I'ificationreason?
nmedi cal | yconfirnf
(reportduplicate*
I i nkedr eport*
pri marysource+
sender
receiver
patient))>
<! ATTLI ST safetyreport
% ang. att;
>

<! ELEMENT reportduplicate
(dupli cat esource?
dupl i cat enunb?) >
<! ATTLI ST reportduplicate
% ang. att;
>

<! ELEMENT I i nkedr eport

<! ATTLI ST | i nkedr eport
% ang. att;

>

<l-- A2 Primary source(s) of
<! ELEMENT pri nmarysource
(reportertitle?

reportergi venanme?
reporterm ddl enane?
reporterfam | ynanme?
reporterorgani zation?
report erdepart ment ?
reporterstreet?
reportercity?
reporterstate?
reporterpostcode?
reportercountry?
qual i fication?
l'iteraturereference?
st udyname?
sponsor st udynunb?
observest udyt ype?) >

<! ATTLI ST pri marysource

(1'i nkreportnunb?) >

information -->



% ang. att;
>

<l-- A 3.1 Sender -->

<! ELEMENT sender -
(sendertype?
sender or gani zati on
sender depart nent ?
sendertitle?
sender gi venane?
sender m ddl enane?
sender f am | ynane?
sender st r eet addr ess?
sendercity?
sender st at e?
sender post code?
sender count rycode?
sendertel ?
sendert el ext ensi on?
sendert el countrycode?
sender f ax?
sender f axext ensi on?
sender f axcount rycode?
sender emai | addr ess?) >

<! ATTLI ST sender
% ang. att;

>

<l-- A 3.2 Receiver -->

<! ELEMENT recei ver -
(receivertype?
recei verorgani zati on?
recei verdepart nment ?
receivertitle?
recei vergi venane?
recei ver m ddl ename?
recei verfanl ynane?
recei verstreetaddress?
receivercity?
recei verstate?
recei ver post code?
recei vercountrycode?
receivertel ?
recei vert el ext ensi on?
recei vertel countrycode?
recei verfax?
recei ver f axext ensi on?
recei ver f axcountrycode?
recei ver enui | addr ess?) >

<! ATTLI ST recei ver
% ang. att;

>

<l-- B.1 Patient characteristics
<! ELEMENT pati ent -
(patientinitial?
pati ent gpnedi cal recor dnunb?

-->



pati ent speci al i strecordnunb? ,
pati ent hospi t al recor dnunb? ,
patientinvestigati onnunmb? ,
pati ent bi rt hdat ef or mat ? ,
pati ent bi rt hdate? ,
pati ent onset age? ,
pati ent onset ageunit? ,
gestati onperi od? ,
gest ati onperi odunit? ,
pat i ent agegr oup? ,
pati ent wei ght ? ,
pat i ent hei ght ? ,
pati ent sex? ,
| ast nenst r ual dat ef or mat ? ,
pati ent| ast nenst rual dat e? ,
pat i ent nedi cal hi st oryt ext? ,
resul t st est sprocedur es? ,
(medi cal hi st oryepi sode* ,
pat i ent past dr ugt her apy* ,
pati ent deat h? ,
parent ? ,
reacti on+ ,
test* ,
drug+ ,
sunmary?)) >
<! ATTLI ST patient
% ang. att;
>

<l-- B.1.7 Relevant nedical history and concurrent
<! ELEMENT nedi cal hi st oryepi sode - -
(pati ent epi sodenanemeddr aver si on?,
pati ent epi sodenane?
patlentnedlcalstartdatefornat7 ,
pati ent nedi cal st art dat e? ,
pat i ent nedi cal conti nue? ,
pat i ent nedi cal enddat ef or mat ? ,
pat i ent nedi cal enddat e? ,
pat i ent nedi cal conment ?) >
<I ATTLI ST nedi cal hi st or yepi sode
% ang. att;
>

<!-- B.1.8 Relevant past drug history -->
<! ELEMENT pati ent past dr ugt her apy - -
(pati ent drugname? ,
pati ent drugst art dat ef or mat ? ,
pati entdrugstartdate? ,
pati ent dr ugenddat ef or mat ? ,
pati ent drugenddat e? ,
pati entindi cati onmeddr aver si on? ,
pati ent drugi ndi cati on?
patlentdrgreact|onneddraver3|on7
pati ent drugreaction?)>

<l ATTLI ST pati ent past drugt her apy
% ang. att;

S



>

<l-- B.1.9 In case of death: -->
<! ELEMENT pati ent deat h - -
(pati ent deat hdat ef or mat ? ,
pati ent deat hdat e? ,
pat i ent aut opsyyesno? ,
(pati ent deat hcause* ,
pati ent aut opsy*)) >
<! ATTLI ST pati entdeath
% ang. att;
>

<! ELEMENT pati ent deat hcause - -
(pati ent deat hr eport meddr aver si on?,
pati ent deat hr eport ?) >
<I ATTLI ST pati ent deat hcause
% ang. att;
>

<! ELEMENT pati ent aut opsy - -
(pati ent det er maut opsneddr aver si on?,
pati ent det er m neaut opsy?) >
<! ATTLI ST pati ent aut opsy

% ang. att;
>
<l-- B.1.10 For a parent-child / fetus report, information concerning the
parent: -->

<I ELEMENT par ent - -
(parentidentification? ,
par ent bi rt hdat ef or mat ? ,
par ent bi rt hdat e? ,
par ent age? ,
par ent ageuni t ? ,
par ent | ast nenstrual dateformat?
par ent | ast nenst r ual dat e? ,
par ent wei ght ? ,
par ent hei ght ? ,
par ent sex? ,
par ent medi cal r el evantt ext ? ,
(par ent nedi cal hi st or yepi sode* ,
par ent past dr ugt her apy*)) >
<! ATTLI ST parent
% ang. att;
>

<l-- B.1.10.7 Rel evant nedical history and concurrent conditions of parent
<! ELEMENT par ent medi cal hi st oryepi sode - -
(par ent ndepi sodenmeddr aver si on? .
par ent medi cal epi sodenane? ,
par ent medi cal st art dat ef or nmat ? ,
par ent medi cal st artdate? ,
par ent medi cal conti nue? ,
par ent medi cal enddat ef or mat ? ,
par ent medi cal enddat e? ,



par ent medi cal conment ?) >

<! ATTLI ST par ent nedi cal hi st oryepi sode
% ang. att;

>

<l-- B.1.10.8 Rel evant past drug history -->
<! ELEMENT par ent past drugt herapy - -
(par ent drugname? ,
par ent drugst ar t dat ef or mat ? ,
par ent dr ugst art dat e? ,
par ent dr ugenddat ef or nat ? ,
par ent dr ugenddat e? ,
par ent dr gi ndi cat i onmeddr aver si on?
par ent dr ugi ndi cati on? ,
par ent dr gr eact i onneddr aver si on?
par ent dr ugr eacti on?) >
<I ATTLI ST par ent past dr ugt her apy
% ang. att;
>

<l-- B.2 Reaction(s) / Event(s) -->
<! ELEMENT reaction - -
(primarysourcereaction? ,
reacti onmeddraversionl|t? ,
reacti onneddral | t? ,
reacti onneddr aver si onpt ? ,
react i onneddr apt ? ,
t er mhi ghl i ght ed? ,
reacti onst art dat ef or mat ? ,
reactionstartdate? ,
react i onenddat ef or mat ? ,
reacti onenddat e? ,
reacti onduration? ,
reactiondurationunit? ,
reactionfirsttine? ,
reactionfirsttimeunit? ,
reactionl astti me? ,
reactionlasttinmeunit? ,
reacti onout come?) >
<I ATTLI ST reaction

% ang. att;
>
<l-- B.3 Results of tests and procedures relevant to the investigation of the
patient: -->

<! ELEMENT t est - -

(testdat ef ormat ? ,
t est dat e? ,
t est nane? ,
testresult? ,
testunit? ,
| owt estrange? ,
hi ght estrange? ,
nor ei nf or mati on?) >
<! ATTLI ST test
% ang. att;



>

<! ELEMENT dr ug - -
(drugcharacterizati on?
medi ci nal pr oduct ?
obt ai ndrugcountry?
drugbat chnunb?
drugaut hori zati onnunb?
drugaut hori zati oncountry?
drugaut hori zati onhol der ?
drugstruct uredosagenunb?
drugstruct uredosageuni t ?
drugsepar at edosagenunb?
drugi nt er val dosageuni t nunmb?
drugi nt erval dosagedefiniti on?
drugcunul ati vedosagenunb?
drugcunul ati vedosageuni t ?
drugdosaget ext ?
drugdosagef or nf
drugadm ni strati onroute?
drugpar admi ni stration?
reacti ongest ati onperi od?
reacti ongestati onperiodunit?
drugi ndi cati onneddr aver si on?
drugi ndi cati on?
drugst art dat ef or mat ?
drugstartdate?
drugst art peri od? ,
drugstartperiodunit?
drugl ast peri od?
drugl ast peri odunit?
drugenddat ef or mat ?
drugenddat e?
drugt reat nent durati on?
drugt reat nent dur ati onuni t?
actiondrug?
drugrecurreadm ni stration?
drugaddi ti onal ?
(acti vesubst ance*
drugrecurrence*

drugreactionrel at edness*)) >

<! ATTLI ST drug
% ang. att;
>

<! ELEMENT acti vesubst ance - -
<! ATTLI ST acti vesubst ance

% ang. att;
>

<! ELEMENT drugrecurrence - -
(drugrecuracti onmeddr aver si on?
drugrecuraction) >
<l ATTLI ST drugrecurrence
% ang. att;
>

(acti vesubst ancenane) >



<l-- B.4.k.18 Rel atedness of drug to reaction / event -->
<! ELEMENT drugreactionrel at edness - -
(drugreacti onassesneddr aver si on?

drugreacti onasses? ,

drugassessnent source? ,

drugassessnent net hod? ,

drugresul t?)>
<I' ATTLI ST drugreactionrel at edness

% ang. att;
>

<I-- B.5 Narrative case summary and further information: -->
<! ELEMENT summary - -
(narrativeincl udeclini cal ? ,
r eportercomment ? ,
sender di agnosi sneddr aver si on? ,
sender di agnosi s? ,
sender conment ?) >
< ATTLI ST summary
% ang. att;
>

<! ELEMENT safetyreportversion - - (#PCDATA) >
<! ATTLI ST safetyreportversion

% ang. att;
>

<l-- A 1.0.1 Sender's(case) Safety Report Unique ldentifier -->

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

% ang. att;
>
<I-- Al.1 ldentification of the country of the primary -->
<!l ELEMENT pri marysourcecountry - - (#PCDATA) >
< ATTLI ST pri marysourcecountry

% ang. att;
>
<I-- Al.2 ldentification of the country where the reaction / event
<! ELEMENT occurcountry - - (#PCDATA) >
<I ATTLI ST occurcountry

% ang. att;
>
<l-- A l.3a Date of this transmission format -->
<! ELEMENT transm ssiondateformat - - ( #PCDATA) >
<! ATTLI ST transm ssi ondat ef or mat

% ang. att;

>
<l-- A 1.3b Date of this transm ssion -->
< ELEMENT transm ssi ondat e - - (#PCDATA) >

<! ATTLI ST transm ssi ondat e
% ang. att;

occurred -->



>

<l-- A l1l.4 Type of report -->

<! ELEMENT reporttype - - (#PCDATA) >
<I ATTLI ST reporttype
% ang. att;
>
<l-- A1.5.1 Serious -->
<! ELEMENT seri ous - - (#PCDATA) >
<! ATTLI ST seri ous
% ang. att;
>
<l-- A 1.5.2 Seriousness criteria -->
<! ELEMENT seri ousnessdeat h - - ( #PCDATA) >
<I ATTLI ST seri ousnessdeath
% ang. att;
>
<! ELEMENT seri ousnesslifethreatening - - (#PCDATA) >
<I ATTLI ST seri ousnessli fethreatening
% ang. att;
>
<! ELEMENT seriousnesshospitalization - - (#PCDATA) >
<! ATTLI ST seri ousnesshospitalization
% ang. att;
>
<! ELEMENT seriousnessdi sabling - - (#PCDATA) >
<l ATTLI ST seri ousnessdi sabl i ng
% ang. att;
>
<l ELEMENT seri ousnesscongenital anomali - - (#PCDATA) >
<! ATTLI ST seri ousnesscongenital anonal i
% ang. att;
>
<! ELEMENT seri ousnessot her - - (#PCDATA) >

<! ATTLI ST seri ousnessot her
% ang. att;
>

<l-- Al 6a Date report was

<! ELEMENT r ecei vedat ef or mat

<! ATTLI ST r ecei vedat ef or mat
% ang. att;

>

<l-- A 1l.6b Date report was
<! ELEMENT r ecei vedat e
<! ATTLI ST recei vedat e
% ang. att;
>

<l-- A l.7a Date of receipt

<! ELEMENT r ecei pt dat ef or mat

<I ATTLI ST r ecei pt dat ef or mat
% ang. att;

>

first

first

of the nobst recent information for this report

recei ved from source fornat
- (#PCDATA) >

recei ved fromsource -->
- (#PCDATA) >

- (#PCDATA) >

-->

S



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

<l-- A 1.8.1 Are additional docunents available -->
<! ELEMENT addi ti onal docunent - - (#PCDATA) >
<! ATTLI ST addi ti onal docunent

% ang. att;
>

<l-- A 1.8.2 List of docunents held by sender -->

<! ELEMENT docunent!i st - - (#PCDATA) >
<! ATTLI ST docunent| i st
% ang. att;
>
<l-- A 1.9 Does this case fulfill the local criteria for an expedited report -->
<IELEMENT fulfillexpeditecriteria - - ( #PCDATA) >
<I'ATTLI ST fulfillexpeditecriteria
% ang. att;
>
<l--

The A 1.10 - The worl dwi de uni que case identification nunber nust be popul at ed
as per the follow ng user guidance:

Only A 1.10.1 or A 1.10.2 should be used. No case shoul d ever have nore than
one of these itens conpleted. The contents of whichever itemis used should
remai n unchanged for any transm ssions subsequent to the original transm ssion.
Wien a regulator is the initial sender A 1.10.1 should be used. Wen an entity
other than a regulator is the initial sender, A 1.10.2 should be used. Wen a
sender has not previously received a valid E2B/M2 report electronically, the
identifiers (content and format) in A.1.0.1 and A . 1.10.1 or A 1.10.2 should be
identical. Retransmitters should use their own sender's (case) safety report
uni que identifier (A 1.0.1), but not change A 1.10.1 or A 1.10.2. Exanples are
avail able in attachnent 3 of the E2BM docunent.

The contents of the fields A 1.10.1 and/or A 1.10.2 should first list A 1.1 -
Identification of the country of primary source and secondly list A 3.1.2 -
Sender ldentifier, Sender Organization, and lastly, the conpany internationa
case report nunber, delimted by hyphens.

For exanple, a report transmtted by a US conpany to a regulatory authority
woul d popul ate A 1.10.2 with "US-Conpany Name-12345", where "12345" is the
company's uni que case report nunmber. In the event that the regulatory authority
transmtted this ICSR to another regulatory authority, A 1.10.2 would renmain the
sane. The regulatory authority woul d not populate A 1.10.1.

If the situation occurs where nmultiple reports are received about the sanme case,
such as a report from a physician and a report from another conpany, the

i nformati on may be nerged. One nunber will be naintai ned as the case nunber in
its original field and the second nunber will be listed as a suspected
dupl i cate.

-->

<!-- A 1.10.1 Regulatory authority's case report number -->



<! ELEMENT aut horitynunb - - (#PCDATA) >
<! ATTLI ST aut horitynunb

% ang. att;
>
<l-- A 1.10.2 O her sender's case report nunber -->
<! ELEMENT conpanynumnb - - (#PCDATA) >
<I ATTLI ST conpanynunb

% ang. att;
>
<l-- A 1l.11 O her case identifiers in previous transm ssions -->
<! ELEMENT duplicate - - (#PCDATA) >
<I' ATTLI ST duplicate

% ang. att;
>

<l-- A '1.11.1 Source(s) of the case identifier -->

<! ELEMENT dupl i cat esource - - (#PCDATA) >
<! ATTLI ST dupl i cat esource

% ang. att;
>

<l-- A 1.11.2 Case identifier(s) -->

<! ELEMENT dupl i cat enunb - - (#PCDATA) >
<! ATTLI ST dupl i cat enunb

% ang. att;
>

<l-- A 1.12 Identification nunber of the report which is linked to this report -
->

<! ELEMENT | i nkr eport nunb - - (#PCDATA) >
<! ATTLI ST | i nkreport nunb

% ang. att;
>

<l-- A 1.13 Report nullification -->

<! ELEMENT casenul lification - - (#PCDATA) >
<! ATTLI ST casenul lification

% ang. att;
>
<l-- A'1.13.1 Reason for nullification -->
< ELEMENT nul i fi cati onreason - - (#PCDATA) >
<I ATTLI ST nul l'ificati onreason

% ang. att;
>
<l-- A 1l.14 Was the case nedically confirned, if not initially fromhealth
prof essional ? -->
<! ELEMENT nedi cal | yconfirm - - (#PCDATA) >
<! ATTLI ST nmedi cal I yconfirm

% ang. att;
>

<l-- A 2.1. 1a Reporter identifier -->
<! ELEMENT reportertitle - - (#PCDATA) >



<! ATTLI ST reportertitle
% ang. att;
>

<l-- A 2.1.1b Reporter identifier -->
<! ELEMENT report ergi venane - -
<I ATTLI ST reportergi vename
% ang. att;
>

<l-- A 2.1.1c Reporter identifier -->
<! ELEMENT r eport erm ddl ename - -
<! ATTLI ST reporterni ddl enane
% ang. att;
>

<l-- A 2.1.1d Reporter identifier -->
<! ELEMENT reporterfam|ynane - -
<! ATTLI ST reporterfamn | ynane
% ang. att;
>

<l-- A 2.1.2a Reporter's address -->
<! ELEMENT reporterorgani zation - -
<! ATTLI ST reporterorgani zation

% ang. att;
>

<l-- A 2.1.2b Reporter's address -->
<! ELEMENT r eport erdepart nent - -
<I ATTLI ST report erdepart nment

% ang. att;
>

<l-- A 2.1.2c Reporter's address -->
<I ELEMENT reporterstreet - -
<I ATTLI ST reporterstreet

% ang. att;
>

<l-- A 2.1.2d Reporter's address -->
<! ELEMENT reportercity - -
<! ATTLI ST reportercity

% ang. att;
>

<l-- A 2.1.2e Reporter's address -->
<! ELEMENT reporterstate - -
<I ATTLI ST reporterstate

% ang. att;
>

<l-- A 2. 1. 2f Reporter's address -->
<! ELEMENT r eport er post code - -
<I ATTLI ST report erpost code

% ang. att;
>

(#PCDATA) >

(#PCDATA) >

(#PCDATA) >

(#PCDATA) >

(#PCDATA) >

(#PCDATA) >

(#PCDATA) >

(#PCDATA) >

(#PCDATA) >



<l-- A 2.1.3 Country -->
<I ELEMENT reportercountry - - (#PCDATA) >
<I ATTLI ST reportercountry
% ang. att;
>

<l-- A2.1.4 Qualification -->
<l ELEMENT qualification - - (#PCDATA) >
<! ATTLI ST qualification
% ang. att;
>

<l-- A2 2 Literature reference(s) -->
< ELEMENT literaturereference - - (#PCDATA) >
<I ATTLI ST literaturereference
% ang. att;
>

<l-- A2.3.1 Study nanme -->
<! ELEMENT st udynane - - (#PCDATA) >
<! ATTLI ST st udynane
% ang. att;
>

<l-- A 2. 3.2 Sponsor study nunber -->
<! ELEMENT sponsor st udynumnb - - (#PCDATA) >
<! ATTLI ST sponsor st udynumnb
% ang. att;
>

<l-- A 2.3.3 Study type in which the reactions / events were observed -->
<! ELEMENT observest udyt ype - - (#PCDATA) >
<! ATTLI ST observest udyt ype
% ang. att;
>

<l-- A 3.1.1 Sender type -->

<! ELEMENT sendertype - - (#PCDATA) >
<I ATTLI ST sendertype
% ang. att;
>
<l-- A 3.1.2 Sender organization -->
<! ELEMENT sender or gani zati on - - ( #PCDATA) >
<I ATTLI ST sender organi zati on
% ang. att;
>
<l-- A 3.1.3a Person responsible for sending the report -->
<! ELEMENT sender depart nent - - (#PCDATA) >
<I ATTLI ST sender depart nent
% ang. att;
>
<l-- A 3.1.3b Person responsible for sending the report -->

<! ELEMENT sendertitle - - (#PCDATA) >



<! ATTLI ST sendertitle

% ang. att;
>
<l-- A 3.1.3c Person responsible for sending the report
<! ELEMENT sender gi venane - - (#PCDATA) >
<I ATTLI ST sender gi venane
% ang. att;
>
<l-- A 3.1.3d Person responsible for sending the report
<! ELEMENT sender m ddl ename - - (#PCDATA) >
<! ATTLI ST sender i ddl ename
% ang. att;
>
<l-- A 3.1.3e Person responsible for sending the report
<! ELEMENT senderfami | yname - - (#PCDATA) >
<! ATTLI ST senderfami | yname
% ang. att;
>
<l-- A 3.1.4a Address, fax, telephone and E-nail address
<! ELEMENT sender street addr ess - - (#PCDATA) >
<! ATTLI ST sender street addr ess
% ang. att;
>
<l-- A 3.1.4b Address, fax, telephone and E-nail address
<! ELEMENT sendercity - - ( #PCDATA) >
<I ATTLI ST sendercity
% ang. att;
>
<l-- A 3.1.4c Address, fax, telephone and E-nail address
<! ELEMENT senderstate - - (#PCDATA) >
<I ATTLI ST senderstate
% ang. att;
>
<l-- A 3.1.4d Address, fax, tel ephone and E-mail address
<! ELEMENT sender post code - - (#PCDATA) >
<! ATTLI ST sender post code
% ang. att;
>
<l-- A 3.1.4e Address, fax, telephone and E-nail address
<! ELEMENT sender count rycode - - (#PCDATA) >
<! ATTLI ST sender count rycode
% ang. att;
>
<l-- A 3.1.4f Address, fax, telephone and E-nmil address
<! ELEMENT sendert el - - (#PCDATA) >

<! ATTLI ST sendert el
% ang. att;
>

-->

-->

-->



<l-- A 3.1.4g Address, fax,
<! ELEMENT sendert el ext ensi on -
<! ATTLI ST sendert el ext ensi on

% ang. att;
>

<l-- A 3.1.4h Address, fax,
<! ELEMENT sendertel countrycode -
<! ATTLI ST sendert el count rycode

% ang. att;
>
<l-- A 3.1.4i Address, fax,
<! ELEMENT sender f ax -
<I ATTLI ST sender f ax
% ang. att;
>
<l-- A 3.1.4] Address, fax,

<! ELEMENT sender f axext ensi on -
<! ATTLI ST sender f axext ensi on

% ang. att;
>

<l-- A 3.1.4k Address, fax,
<! ELEMENT senderf axcountrycode -
<! ATTLI ST senderfaxcount rycode

% ang. att;
>

<l-- A 3.1. 4] Address, fax,
<! ELEMENT sender enuni | addr ess -
<! ATTLI ST sender enuni | addr ess

% ang. att;
>

<l-- A 3.2.1 Receiver type -->
<! ELEMENT recei vertype -
<I ATTLI ST recei vertype
% ang. att;
>

<l-- A 3.2.2a Receiver identifier
<! ELEMENT recei verorgani zation -
<l ATTLI ST recei verorgani zation

% ang. att;
>

<l-- A 3.2.2b Receiver identifier
<! ELEMENT r ecei ver depart ment -
<! ATTLI ST recei verdepart nent

% ang. att;
>

<l-- A 3.2.2c Receiver identifier
<! ELEMENT receivertitle -

t el ephone

t el ephone

t el ephone

t el ephone

t el ephone

t el ephone

and E-mai | address
( #PCDATA) >

and E-mai | address
(#PCDATA) >

and E-mai | address
(#PCDATA) >

and E-mai | address
( #PCDATA) >

and E-mai | address
( #PCDATA) >

and E-mai | address

( #PCDATA) >

( #PCDATA) >

(#PCDATA) >

(#PCDATA) >

( #PCDATA) >



<! ATTLI ST receivertitle
% ang. att;
>

<l-- A 3.2.2d Receiver identifier -->
<! ELEMENT recei ver gi venane - - (#PCDATA) >
<I ATTLI ST recei ver gi vename
% ang. att;
>

<l-- A 3.2.2e Receiver identifier -->
<! ELEMENT r ecei ver m ddl ename - - (#PCDATA) >
<! ATTLI ST recei ver m ddl enane
% ang. att;
>

<l-- A 3.2.2f Receiver identifier -->
<! ELEMENT recei verfam | ynane - - (#PCDATA) >
<! ATTLI ST receiverfam | ynane
% ang. att;
>

<l-- A 3.2.3a Receiver's address, fax, tel ephone and E-nmil address
<! ELEMENT recei verstreet address - (#PCDATA) >
<! ATTLI ST recei verstreet address

% ang. att;

>

<l-- A 3.2.3b Receiver's address, fax, tel ephone and E-nmil address
<! ELEMENT receivercity - - ( #PCDATA) >
<I ATTLI ST receivercity
% ang. att;
>

<l-- A 3.2.3c Receiver's address, fax, telephone and E-nmil| address
<! ELEMENT recei verstate - - (#PCDATA) >
<I ATTLI ST recei verstate
% ang. att;
>

<I-- A 3.2.3d Receiver's address, fax, tel ephone and E-mail address
<! ELEMENT r ecei ver post code - - (#PCDATA) >
<! ATTLI ST recei ver post code
% ang. att;
>

<I-- A 3.2.3e Receiver's address, fax, tel ephone and E-nmil address
<! ELEMENT recei vercountrycode - - (#PCDATA) >
<! ATTLI ST recei vercountrycode
% ang. att;
>

<l-- A 3.2.3f Receiver's address, fax, telephone and E-nmil address
<! ELEMENT recei vertel - - (#PCDATA) >
<! ATTLI ST recei vertel
% ang. att;
>



<l-- A 3.2.3g Receiver's address, fax,
<! ELEMENT recei vertel extension - -
<! ATTLI ST recei vert el ext ensi on
% ang. att;
>

<l-- A 3.2.3h Receiver's address, fax,
<! ELEMENT recei vertel countrycode - -
<! ATTLI ST recei vertel countrycode

% ang. att;
>

<l-- A 3.2.3i Receiver's address, fax,
<! ELEMENT r ecei ver f ax - -
<! ATTLI ST recei verfax
% ang. att;
>

<I-- A 3.2.3] Receiver's address, fax,
<! ELEMENT recei ver f axextension - -
<! ATTLI ST recei ver f axext ensi on
% ang. att;
>

<l-- A 3.2.3k Receiver's address, fax,
<! ELEMENT recei verfaxcountrycode - -
<! ATTLI ST recei verfaxcountrycode

% ang. att;
>

<l-- A 3.2.3l Receiver's address, fax,
<! ELEMENT recei verenni | address - -
<! ATTLI ST recei verenni | addr ess
% ang. att;
>

<l-- B.1.1 Patient -->
<! ELEMENT patientinitial - -
<I' ATTLI ST patientinitial
% ang. att;
>
<l-- B.1.1.1a Patient nedica
<I ATTLI ST pati ent gpredi cal r ecor dnumnb
% ang. att;
>
<l-- B.1.1.1b Patient nedica
<! ATTLI ST patient speci al i strecordnunb

% ang. att;
>

<!-- B.1.1.1c Patient nedica
<! ELEMENT pati ent hospi tal recordnunmb -

t el ephone and
( #PCDATA) >

t el ephone and
(#PCDATA) >

t el ephone and
(#PCDATA) >

t el ephone and
(#PCDATA) >

t el ephone and
( #PCDATA) >

t el ephone and
(#PCDATA) >

( #PCDATA) >

E- mai

E- mai

E- mai

E- mai

E- mai

E- mai

record nunber(s) and source(s)
<! ELEMENT pati ent gpnedi cal r ecordnunb -

- (#PCDATA) >

record nunber(s) and source(s)
<! ELEMENT patientspecialistrecordnunb -

- (#PCDATA) >

( #PCDATA) >

record nunber(s) and source(s)

addr ess

addr ess

addr ess

addr ess

addr ess

addr ess

S

-->

-->



<! ATTLI ST pati ent hospi tal recordnunb

% ang. att;
>
<l-- B.1.1.1d Patient nedical record nunber(s) and source(s) -->
<! ELEMENT patientinvestigati onnunmb - - (#PCDATA) >
<I ATTLI ST pati entinvesti gati onnunb
% ang. att;
>

<!-- B.1.2.1a Date of birth format -->
<! ELEMENT patientbirthdateformat - - (#PCDATA) >
<! ATTLI ST pati ent bi rt hdat ef or mat
% ang. att;
>

<l-- B.1.2.1b Date of birth -->

<l ELEMENT patientbirthdate - - (#PCDATA) >
<I ATTLI ST patientbirthdate

% ang. att;
>
<l-- B.1.2.2a Age at tine of onset of reaction / event
<! ELEMENT pati ent onset age - - (#PCDATA) >
<! ATTLI ST pati ent onset age

% ang. att;
>
<l-- B.1.2.2b Age at tine of onset of reaction / event
<! ELEMENT pati ent onset ageuni t - - ( #PCDATA) >
<I ATTLI ST pati ent onset ageuni t

% ang. att;

>
<l-- B.1.2.2.1a Gestation period when reaction / event
-->
<! ELEMENT gest ati onperi od - - (#PCDATA) >
<! ATTLI ST gestati onperi od

% ang. att;
>

<l-- B.1.2.2.1b Gestation period when reaction / event

unit -->
<! ELEMENT gestationperiodunit - - (#PCDATA) >
<! ATTLI ST gest ati onperi odunit
% ang. att;
>

<l-- B.1.2.3 Patient age group -->
<! ELEMENT pati ent agegr oup - - ( #PCDATA) >
<l ATTLI ST pati ent agegr oup
% ang. att;
>

<l-- B.1.3 Wight (kg) -->
<! ELEMENT pati ent wei ght - - (#PCDATA) >
<! ATTLI ST pati ent wei ght

unit -->

was observed in the fetus

was observed in the fetus



% ang. att;
>

<l-- B.1.4 Height (cm -->
<! ELEMENT pati ent hei ght - - (#PCDATA) >
<I ATTLI ST pati ent hei ght
% ang. att;
>

<l-- B.1.5 Sex -->

<! ELEMENT pati ent sex - - ( #PCDATA) >
<I ATTLI ST pati ent sex

% ang. att;
>
<l-- B.1l.6a Last nenstrual period date format -->
<! ELEMENT [ ast menst rual datef ormat - - (#PCDATA) >
<! ATTLI ST | ast nenstrual dat ef or nat

% ang. att;

>
<l-- B.1l.6b Last nenstrual period date -->
<! ELEMENT patientl ast menstrual date - - (#PCDATA) >
<I ATTLI ST patientl ast nenstrual date

% ang. att;
>
<l-- B.1.7.1a.2 Structured information -->
<! ELEMENT pati ent epi sodenane - - (#PCDATA) >
<! ATTLI ST pati ent epi sodenane

% ang. att;
>

<l-- B.1.7.1b Start date format -->
<! ELEMENT pati ent nedi cal startdatefornmat - - (#PCDATA) >
<I ATTLI ST pati ent nedi cal st art dat ef or mat
% ang. att;
>

<!-- B.1.7.1c Start date -->
<! ELEMENT pati ent nedi cal startdate - - (#PCDATA) >
<! ATTLI ST patient nmedi cal startdate
% ang. att;
>

<l-- B.1.7.1d Continuing -->
<! ELEMENT pati ent medi cal conti nue - - (#PCDATA) >
<! ATTLI ST pati ent nedi cal conti nue
% ang. att;
>

<l-- B.1.7.1e End date format -->
<! ELEMENT pati ent nedi cal enddat eformat - - (#PCDATA) >
<I ATTLI ST pati ent nedi cal enddat ef or mat
% ang. att;
>



<!-- B.1.7.1f End date -->
<! ELEMENT pati ent nedi cal enddate - - ( #PCDATA) >
<I ATTLI ST pati ent nedi cal enddat e
% ang. att;
>

<I-- B.1.7.1g Coments -->
<! ELEMENT pati ent nedi cal comment - - (#PCDATA) >
<I ATTLI ST pati ent medi cal comment
% ang. att;
>

<l-- B.1.7.2 Text for relevant nedical history and
<! ELEMENT pati ent nedi cal hi storytext - - (#PCDATA) >
<I ATTLI ST pati ent medi cal hi st or yt ext

% ang. att;
>

<l-- B.1l.8a Nanme of drug -->
<! ELEMENT pati ent dr ugnane - - ( #PCDATA) >
<! ATTLI ST pati ent drugnane
% ang. att;
>

<l-- B.1.8b Start date format -->
<! ELEMENT patientdrugstartdateformat - - (#PCDATA) >
<l ATTLI ST pati ent drugst art dat ef or mat
% ang. att;
>

<l-- B.1.8c Start date -->
<l ELEMENT patientdrugstartdate - - (#PCDATA) >
<! ATTLI ST pati entdrugstartdate
% ang. att;
>

<!-- B.1.8d End date format -->
<! ELEMENT pati entdrugenddateformat - - (#PCDATA) >
<! ATTLI ST pati ent dr ugenddat ef or mat
% ang. att;
>

<l-- B.1l.8e End date -->
<! ELEMENT pati ent drugenddat e - - (#PCDATA) >
<I ATTLI ST pati entdrugenddate
% ang. att;
>

<!-- B.1.8f.2 Indication -->
<! ELEMENT patientdrugi ndication - - ( #PCDATA) >
<! ATTLI ST pati entdrugi ndi cati on
% ang. att;
>

<l-- B.1.8g.2 Reaction -->
<!-- Added in version V2.1 -->
<! ELEMENT pati ent drugreaction - - (#PCDATA) >

concurrent conditions -->



<! ATTLI ST pati entdrugreaction

% ang. att;
>
<l-- B.1.9.1a Date of death format -->
<! ELEMENT pati ent deat hdateformat - - (#PCDATA) >
<I ATTLI ST pati ent deat hdat ef or mat

% ang. att;

>

<l-- B.1.9.1b Date of death -->
<! ELEMENT pati ent deat hdat e - - ( #PCDATA) >
<I ATTLI ST pati ent deat hdat e
% ang. att;
>

<l-- B.1.9.2b Reported cause of death -->
<! ELEMENT pati ent deat hreport - - (#PCDATA) >
<! ATTLI ST pati ent deat hreport
% ang. att;
>

<l-- B.1.9.3 Was autopsy done? -->
<! ELEMENT pati ent aut opsyyesno - - (#PCDATA) >
<! ATTLI ST pati ent aut opsyyesno
% ang. att;
>

<l-- B.1.9.4b Autopsy-determ ned causes(s) of death -->
<! ELEMENT pati ent det er mi neaut opsy - - (#PCDATA) >
<I ATTLI ST pati ent det er m neaut opsy
% ang. att;
>

<l-- B.1.10.1 Parent identification -->
<! ELEMENT parentidentification - - ( #PCDATA) >
<I' ATTLI ST parentidentification
% ang. att;
>

<l-- B.1.10.2.1a Date of birth of parent format -->
<! ELEMENT parent bi rt hdat ef ormat - - (#PCDATA) >
<! ATTLI ST par ent bi rt hdat ef or mat

% ang. att;
>

<l-- B.1.10.2.1b Date of birth of parent -->
<! ELEMENT parentbirthdate - - (#PCDATA) >
<! ATTLI ST parentbirthdate
% ang. att;
>

<l-- B.1.10.2.2a Age of parent -->
<! ELEMENT par ent age - - ( #PCDATA) >
<I ATTLI ST parent age
% ang. att;
>



<l-- B.1.10.2.2b Age of parent unit -->
<! ELEMENT par ent ageuni t - - ( #PCDATA) >
<I ATTLI ST par ent ageuni t
% ang. att;
>

<l-- B.1.10. 3a Last nenstrual period format -->
<! ELEMENT parent| ast nenstrual dat eformat - - (#PCDATA) >
<! ATTLI ST parent| ast menst r ual dat ef or mat
% ang. att;
>

<l-- B.1.10.3b Last nenstrual period -->
<! ELEMENT parent| astnenstrual date - - (#PCDATA) >
<! ATTLI ST parent| ast menstrual date
% ang. att;
>

<l-- B.1.10.4 Wight (kg) of parent -->
<! ELEMENT par ent wei ght - - ( #PCDATA) >
<! ATTLI ST par ent wei ght
% ang. att;
>

<l-- B.1.10.5 Height (cn) of parent -->
<! ELEMENT par ent hei ght - - ( #PCDATA) >
<I ATTLI ST par ent hei ght
% ang. att;
>

<l-- B.1.10.6 Sex of parent -->
<I ELEMENT par ent sex - - (#PCDATA) >
<I ATTLI ST par ent sex
% ang. att;
>

<l-- B.1.10.7.1a.2 Structured information -->
<! ELEMENT par ent nedi cal epi sodenane - - (#PCDATA) >
<! ATTLI ST par ent medi cal epi sodenamne

% ang. att;
>
<l-- B.1.10.7.1b Start date format -->
<! ELEMENT parent nedi cal startdateformat - - (#PCDATA) >
<! ATTLI ST par ent nedi cal st art dat ef or nat

% ang. att;

>

<l-- B.1.10.7.1c Start date -->
<! ELEMENT par ent nmedi cal startdate - - ( #PCDATA) >
<! ATTLI ST parent nmedi cal startdate
% ang. att;
>

<l-- B.1.10.7.1d Continuing -->
<! ELEMENT par ent nedi cal conti nue - - (#PCDATA) >
<! ATTLI ST par ent medi cal conti nue

% ang. att;



>
<!-- B.1.10.7.1e End date format -->
<! ELEMENT par ent nedi cal enddat ef ormat - - (#PCDATA) >
<l ATTLI ST par ent medi cal enddat ef or mat

% ang. att;
>

<!-- B.1.10.7.1f End date -->
<! ELEMENT parent nedi cal enddate - - (#PCDATA) >
<! ATTLI ST par ent medi cal enddat e
% ang. att;
>

<l-- B.1.10.7.1g Coments -->
<! ELEMENT par ent medi cal conment - - (#PCDATA) >
<I ATTLI ST par ent nedi cal comrent
% ang. att;
>

<l-- B.1.10.7.2 Text for relevant nedi cal history and concurrent
i ncluding reaction / event) of parent -->
<! ELEMENT parent nedi cal rel evanttext - - (#PCDATA) >
<! ATTLI ST par ent medi cal r el evant t ext
% ang. att;
>

<l-- B.1.10.8a Nane of drug as -->
<! ELEMENT par ent dr ugnane - - (#PCDATA) >
<! ATTLI ST par ent dr ugnane
% ang. att;
>

<l-- B.1.10.8b Start date format -->
<! ELEMENT parentdrugstartdateformat - - (#PCDATA) >
<! ATTLI ST parent drugst art dat ef or mat
% ang. att;
>

<l-- B.1.10.8c Start date -->
<! ELEMENT parentdrugstartdate - - ( #PCDATA) >
<I ATTLI ST parentdrugstartdate

% ang. att;
>
<l-- B.1.10.8d End date format -->
<! ELEMENT par ent drugenddat ef ormat - - ( #PCDATA) >
<I ATTLI ST par ent dr ugenddat ef or mat

% ang. att;

>

<!-- B.1.10.8e End date -->
<! ELEMENT par ent drugenddat e - - (#PCDATA) >
<! ATTLI ST par ent drugenddat e
% ang. att;
>

<l-- B.1.10.8f.2 Indication -->
<! ELEMENT parentdrugi ndication - - (#PCDATA) >

condi tions (not



<! ATTLI ST par ent drugi ndi cation
% ang. att;
>

<l-- B.1.10.89.2 Reactions (if any and known) -->
<! ELEMENT par ent drugreacti on - - (#PCDATA) >
<I ATTLI ST parentdrugreaction

% ang. att;
>

<l-- B.2.i.0 Reaction / event as reported by primary -->
<! ELEMENT pri marysourcereaction - - (#PCDATA) >
<! ATTLI ST pri marysourcereacti on
% ang. att;
>

<l-- B.2.i.3 Term highlighted by the reporter -->
<! ELEMENT t er mhi ghl i ght ed - - (#PCDATA) >
<! ATTLI ST termhi ghlighted

% ang. att;
>

<!-- B.2.i.4a Date of start of reaction / event format -->
<! ELEMENT reactionstartdateformat - - (#PCDATA) >
<! ATTLI ST reacti onst art dat ef or mat
% ang. att;
>

<l-- B.2.i.4b Date of start of reaction / event -->
<! ELEMENT reacti onstartdate - - ( #PCDATA) >
<! ATTLI ST reactionstartdate

% ang. att;
>
<!-- B.2.i.5a Date of end of reaction / event fornmat -->
<! ELEMENT reacti onenddat ef ormat - - ( #PCDATA) >
<! ATTLI ST reacti onenddat ef or mat

% ang. att;

>

<l-- B.2.i.5b Date of end of reaction / event -->
<! ELEMENT reacti onenddat e - - (#PCDATA) >
<! ATTLI ST reacti onenddat e

% ang. att;
>

<l-- B.2.i.6a Duration of reaction / event -->
<! ELEMENT reactionduration - - (#PCDATA) >
<! ATTLI ST reacti onduration
% ang. att;
>

<l-- B.2.i.6b Duration of reaction / event unit -->
<! ELEMENT reacti ondurationunit - - ( #PCDATA) >
<! ATTLI ST reacti ondurati onunit

% ang. att;
>



<l-- B.2.i.7.1la Time interval between begi nning of suspect drug admnistration
and start of reaction / event -->
<IELEMENT reactionfirsttine - - (#PCDATA) >
<I ATTLI ST reactionfirsttime
% ang. att;
>

<l-- B.2.i.7.1b Time interval between begi nning of suspect drug adm nistration
and start of reaction / event unit -->
< ELEMENT reactionfirsttimeunit - - (#PCDATA) >
<I ATTLI ST reactionfirsttimeunit
% ang. att;
>

<l-- B.2.i.7.2a Tinme interval between | ast dose and start of reaction / event
>
<! ELEMENT reactionlasttime - - (#PCDATA) >
<! ATTLI ST reactionlasttinme
% ang. att;
>

<l-- B.2.i.7.2b Tinme interval between | ast dose and start of reaction / event
unit -->
<l ELEMENT reactionlasttimeunit - - (#PCDATA) >
<! ATTLI ST reactionl astti meunit
% ang. att;
>

<l-- B.2.i.8 Qutconme of reaction / event at the tine of |ast observation -->
<! ELEMENT reacti onout cone - - ( #PCDATA) >
<! ATTLI ST reacti onout cone
% ang. att;
>

<!-- B.3.1a Date format -->
<! ELEMENT t est dat ef or mat - - (#PCDATA) >
<! ATTLI ST t est dat ef or mat
% ang. att;
>

<l-- B.3.1b Date -->
<! ELEMENT testdate - - (#PCDATA) >
<! ATTLI ST testdate
% ang. att;
>

<I-- B.3.1c Test -->
<! ELEMENT t est nane - - (#PCDATA) >
<! ATTLI ST t est nane
% ang. att;
>

<I-- B.3.1d Result -->
<l ELEMENT testresult - - (#PCDATA) >
<! ATTLI ST testresult
% ang. att;
>



<l-- B.3.1e Unit -->
<l ELEMENT testunit - - (#PCDATA) >
<I ATTLI ST testunit
% ang. att;
>

<l-- B.3.1.1 Normal |ow range -->
<! ELEMENT | owt estrange - - (#PCDATA) >
<! ATTLI ST | owt estrange
% ang. att;
>

<l-- B.3.1.2 Normal high range -->
<! ELEMENT hi ght estrange - - (#PCDATA) >
<I ATTLI ST hi ght estrange
% ang. att;
>

<l-- B.3.1.3 More information available (Y/N) -->

<! ELEMENT norei nfornation - - ( #PCDATA) >
<I' ATTLI ST norei nformation
% ang. att;
>
<l-- B.3.2 Results of tests and procedures relevant to the investigation of the
patient -->
<! ELEMENT resul t st est sprocedures - - (#PCDATA) >
<! ATTLI ST resul t st est sprocedures
% ang. att;
>
<l-- B.4.k.1 Characterization of drug -->
<! ELEMENT drugcharacterization - - (#PCDATA) >
<! ATTLI ST drugcharacteri zation
% ang. att;
>
<l-- B.4.k.2.1 Proprietary nedicinal product nane -->
<! ELEMENT medi ci nal pr oduct - - ( #PCDATA) >
<I ATTLI ST medi ci nal product
% ang. att;
>
<l-- B.4.k.2.2 Active drug substance nanmes -->
<! ELEMENT acti vesubst ancenane - - (#PCDATA) >
<! ATTLI ST activesubst ancenane
% ang. att;
>
<l-- B.4.k.2.3 ldentification of the country where the drug was obtained -->
<! ELEMENT obt ai ndrugcountry - - (#PCDATA) >
<! ATTLI ST obt ai ndrugcountry
% ang. att;
>

<l-- B.4.k.3 Batch / | ot number -->



<! ELEMENT dr ugbat chnunb - - (#PCDATA) >
<! ATTLI ST dr ugbat chnunb

% ang. att;
>

<l-- B.4.k.4.1 Authorization / application nunber -->
<! ELEMENT drugaut hori zati onnunmb - - (#PCDATA) >
<! ATTLI ST drugaut hori zati onnunb
% ang. att;
>

<l-- B.4.k.4.2 Country of authorization / application -->
<! ELEMENT drugaut hori zati oncountry - - (#PCDATA) >
<I' ATTLI ST drugaut hori zati oncountry
% ang. att;
>

<l-- B.4.k.4.3 Nane of hol der/applicant -->
<! ELEMENT drugaut hori zati onhol der - - (#PCDATA) >
<! ATTLI ST drugaut hori zati onhol der
% ang. att;
>

<l-- B.4.k.5.1 Dose (nunber) -->
<! ELEMENT drugst ruct ur edosagenunb - - (#PCDATA) >
<! ATTLI ST drugst ruct ur edosagenunb
% ang. att;
>

<l-- B.4.k.5.2 Dose (unit) -->
<! ELEMENT drugstruct uredosageunit - - (#PCDATA) >
<I' ATTLI ST drugst ruct uredosageunit
% ang. att;
>

<l-- B.4.k.5.3 Nunber of separate -->
<! ELEMENT dr ugsepar at edosagenunb - - (#PCDATA) >
<! ATTLI ST drugsepar at edosagenunb
% ang. att;
>

<l-- B.4.k.5.4 Nunber of units in the interval -->
<! ELEMENT drugi nt er val dosageuni tnunb - - (#PCDATA) >
<! ATTLI ST drugi nt er val dosageuni t nunb
% ang. att;
>

<l-- B.4.k.5.5 Definition of the interval -->

<! ELEMENT drugi nt erval dosagedefinition - - ( #PCDATA) >
<! ATTLI ST drugi nt erval dosagedefinition
% ang. att;
>
<l-- B.4.k.5.6 Cunul ative dose to first reaction (nunber) -->
<! ELEMENT drugcumul ati vedosagenunmb - - (#PCDATA) >

<! ATTLI ST drugcumul ati vedosagenunb
% ang. att;



>

<l-- B.4.k.5.7 Cunul ative dose to first reaction (unit) -->
<! ELEMENT drugcumul ati vedosageunit - - (#PCDATA) >
<! ATTLI ST drugcurmul ati vedosageuni t
% ang. att;
>

<!-- B.4.k.6 Dosage text -->

<! ELEMENT dr ugdosaget ext - - (#PCDATA) >
<! ATTLI ST drugdosaget ext

% ang. att;
>
<!-- B.4.k.7 Pharnmaceutical form (Dosage form -->
<! ELEMENT dr ugdosagef orm - - ( #PCDATA) >
<! ATTLI ST drugdosageform

% ang. att;
>
<!-- B.4.k.8 Route of administration -->
<! ELEMENT drugadmi ni strationroute - - (#PCDATA) >
<! ATTLI ST drugadni ni strati onroute

% ang. att;
>
<l-- B.4.k.9 Parent route of administration (in case of a parent child / fetus
report) -->
<! ELEMENT drugpar admi ni stration - - ( #PCDATA) >
<I ATTLI ST drugpar admi ni strati on

% ang. att;
>
<I-- B.4.k.10a Gestation period at tinme of exposure -->
<! ELEMENT reactiongestationperiod - - (#PCDATA) >
<I' ATTLI ST reacti ongestati onperi od

% ang. att;
>
<l-- B.4.k.10b Gestation period at time of exposure unit -->
<! ELEMENT reacti ongestati onperi odunit - - (#PCDATA) >
<! ATTLI ST reacti ongestati onperi odunit

% ang. att;

>
<l-- B.4.k.11b Indication for use in the case -->
<! ELEMENT drugi ndi cati on - - (#PCDATA) >
<! ATTLI ST drugi ndi cati on

% ang. att;
>

<l-- B.4.k.12a Date of start of drug format -->
<! ELEMENT dr ugst art dat ef or mat - - (#PCDATA) >
<I ATTLI ST drugst art dat ef or mat
% ang. att;
>



<l-- B.4.k.12b Date of start of drug -->

<! ELEMENT drugstartdate - - (#PCDATA) >
<l ATTLI ST drugstartdate
% ang. att;
>
<l-- B.4.k.13.1a Tinme interval between begi nning of drug adm nistrati on and
start of reaction / event -->
<! ELEMENT drugst art peri od - - (#PCDATA) >
<! ATTLI ST drugstart peri od
% ang. att;
>
<l-- B.4.k.13.1b Tinme interval between begi nning of drug adm nistrati on and
start of reaction / event unit -->
<! ELEMENT drugst art peri odunit - - (#PCDATA) >
<! ATTLI ST drugstart peri odunit
% ang. att;
>
<l-- B.4.k.13.2a Tinme interval between |ast dose of drug and start of reaction /
event -->
<! ELEMENT drugl ast peri od - - (#PCDATA) >
<! ATTLI ST drugl ast peri od
% ang. att;
>
<l-- B.4.k.13.2b Tinme interval between |ast dose of drug and start of reaction /
event unit -->
<! ELEMENT dr ugl ast peri oduni t - - (#PCDATA) >
<! ATTLI ST drugl ast peri oduni t
% ang. att;
>
<l-- B.4.k.14a Date of last adm nistration format -->
<! ELEMENT dr ugenddat ef or mat - - (#PCDATA) >
<I' ATTLI ST drugenddat ef or mat
% ang. att;
>

<l-- B.4.k.14b Date of last adm nistration -->
<! ELEMENT drugenddat e - - (#PCDATA) >
<! ATTLI ST drugenddat e
% ang. att;
>

<!-- B.4.k.15a Duration of drug adm nistration unit -->
<! ELEMENT drugtreatnmentduration - - ( #PCDATA) >
<! ATTLI ST drugtreat ment duration
% ang. att;
>

<l-- B.4.k.15b Duration of drug adm nistration unit -->
<!l ELEMENT drugtreat mentdurationunit - - (#PCDATA) >
<I ATTLI ST drugtreat nentdurati onunit

% ang. att;



>

<l-- B.4.k.16 Action(s) taken with drug -->
<! ELEMENT acti ondr ug - - (#PCDATA) >
<I' ATTLI ST acti ondrug
% ang. att;
>

<l-- B.4.k.17.1 Did reaction recur on readmnistration? -->
<! ELEMENT drugrecurreadm ni stration - - (#PCDATA) >
<! ATTLI ST drugrecurreadni ni stration
% ang. att;
>

<l-- B.4.k.17.2b If yes, which reaction / event recurred? -->
<! ELEMENT drugrecuraction - - ( #PCDATA) >
<! ATTLI ST drugrecuraction
% ang. att;
>

<l-- B.4.k.18.1b Reaction assessed -->
<! ELEMENT drugreacti onasses - - (#PCDATA) >
<! ATTLI ST drugreacti onasses
% ang. att;
>

<l-- B.4.k.18.2 Source of assessnent -->
<! ELEMENT drugassessnentsource - - (#PCDATA) >
<! ATTLI ST drugassessnent source
% ang. att;
>

<l-- B.4.k.18.3 Method of assessnment -->
<! ELEMENT drugassessnent nethod - - (#PCDATA) >
<! ATTLI ST drugassessnent net hod
% ang. att;
>

<l-- B.4.k.18.4 Result -->
<! ELEMENT drugresult - - ( #PCDATA) >
<I ATTLI ST drugresult
% ang. att;
>

<l-- B.4.k.19 Additional information on drug -->

<! ELEMENT dr ugaddi ti onal - - (#PCDATA) >
<I' ATTLI ST drugaddi ti onal
% ang. att;
>
<l-- B.5.1 Case narrative including clinical course, therapeutic neasures,
out come and additional relevant information -->
<! ELEMENT narrativeincludeclinical - - (#PCDATA) >
<I' ATTLI ST narrati vei ncl udecl i ni cal
% ang. att;

>



<l-- B.5.2 Reporter's conments -->
<! ELEMENT r eport er conment - - ( #PCDATA) >
<I ATTLI ST report er conment
% ang. att;
>

<l-- B.5.3b Sender's diagnosis / syndrome and / or reclassification of
/| event -->
<! ELEMENT sender di agnosi s - - (#PCDATA) >
<! ATTLI ST sender di agnosi s
% ang. att;
>

<l-- B.5.4 Sender's comments -->
<! ELEMENT sender conment - - (#PCDATA) >
<! ATTLI ST sender comrent
% ang. att;
>

<l-- B.1.7.1a.1 MedDRA version for nedical history -->
<!-- Added in version V2.1 -->

<! ELEMENT pati ent epi sodenanmeneddr aver si on - - (#PCDATA) >
<I ATTLI ST pati ent epi sodenanenmeddr aver si on

% ang. att;
>

<l-- B.1.9.2a MedDRA version for reported cause(s) of death -->
<l-- Added in version V2.1 -->
<! ELEMENT pati ent deat hr eport neddr aver si on - - ( #PCDATA) >
<I ATTLI ST pati ent deat hr epor t neddr aver si on

% ang. att;
>

reaction

<l-- B.1.9.4a MedDRA version for autopsy-determ ned cause(s) of death -->

<l-- Added in version V2.1
<! ELEMENT pati ent det er maut opsmeddr aver si on - - (#PCDATA) >
<! ATTLI ST pati ent det er maut opsneddr aver si on
% ang. att;
>

<l-- B.1.10.7.1a.1 MedDRA version for parent medical history -->

<!-- Added in version V2.1 -->
<! ELEMENT par ent ndepi sodeneddr aver si on - - (#PCDATA) >
<! ATTLI ST par ent ndepi sodeneddr aver si on

% ang. att;
>

<l-- B.1.8f.1 MedDRA version for indication -->

<!-- Added in version V2.1 -->
<! ELEMENT patientindi cati onneddraver si on - - (#PCDATA) >
<! ATTLI ST patientindi cati onneddraversi on
% ang. att;
>
<l-- B.1.10.89.1 MedDRA version for indication -->
<!-- Added in version V2.1 -->

<! ELEMENT parent drgreacti onmeddraver si on - - (#PCDATA) >

-->



<! ATTLI ST parentdrgreacti onnmeddraversion

% ang. att;
>
<l-- B.1.10.8f.1 MedDRA version for indication -->
<l-- Added in version V2.1 -->
<! ELEMENT par ent dr gi ndi cati onneddr aver si on - - (#PCDATA) >
<I ATTLI ST parentdrgi ndi cati onmeddr aver si on
% ang. att;
>

<!-- B.4.k.1la MedDRA version for indication -->
<I-- Added in version V2.1 -->
<! ELEMENT dr ugi ndi cati onmeddr aver si on - - (#PCDATA) >
<I' ATTLI ST drugi ndi cati onmeddr aver si on
% ang. att;
>

<!-- B.1.8g.1 MedDRA version for reaction -->

<l-- Added in version V2.1 -->
<! ELEMENT pati entdr greacti onneddraver si on - - (#PCDATA) >
<! ATTLI ST pati entdrgreacti onneddraver si on
% ang. att;
>
<l-- B.4.k.18.1a MedDRA version for reaction assessed -->
<!-- Added in version V2.1 -->
<! ELEMENT drugreacti onassesneddr aver si on - - (#PCDATA) >
<l ATTLI ST drugreacti onassesneddr aver si on
% ang. att;
>
<l-- B.2.i.2a MedDRA version for reaction/event termPT -->
<l-- Added in version V2.1 -->
<! ELEMENT r eact i onmeddr aver si onpt - - ( #PCDATA) >
<I ATTLI ST reacti onmeddr aver si onpt
% ang. att;
>

<l-- B.2.i.2b MedDRA PT for reaction/event term-->

<l-- Added in version V2.1 -->
<! ELEMENT r eacti onneddr apt - - (#PCDATA) >
<! ATTLI ST reacti onnmeddr apt

% ang. att;
>
<l-- B.2.i.1a MedDRA version for reaction/event termLLT -->
<!-- Added in version V2.1 -->
<! ELEMENT reacti onmeddr aversionl |t - - ( #PCDATA) >
<! ATTLI ST reacti onmeddraversionl |t

% ang. att;
>

<l-- B.2.i.1b MedDRA LLT for reaction/event term-->
<l-- Added in version V2.1 -->
<! ELEMENT reacti onnmeddral |t - - (#PCDATA) >
<! ATTLI ST reacti onnmeddral | t



% ang. att;

>
<l-- B.4.k.17.2a MedDRA version for reaction/event recurred -->
<l-- Added in version V2.1 -->
<! ELEMENT drugrecuracti onneddr aver si on - - (#PCDATA) >
<I ATTLI ST drugrecuracti onneddr aver si on

% ang. att;
>
<l-- B.5.3a MedDRA version for senders di agnosis or syndrone -->
<l-- Added in version V2.1 -->
<! ELEMENT sender di agnhosi sneddr aver si on - - (#PCDATA) >
<! ATTLI ST sender di agnosi sneddr aver si on

% ang. att;
>
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