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UN/ EDI FACT
DRAFT DOCUMENT

Medi cal adverse drug reacti on nessage

Thi s nessage has undergone only an initial technical assessnent
whi ch

may have found certain technical and presentati on problens. These
wi ||

be sol ved before the nessage is submtted as a request for Status
1

Anyt hi ng shown under Section 5 (or, in sone cases, which should
have
been shown in Section 5 - directory variations) is NOT approved at

this stage. Further information on the devel opnent of this nessage
can be obtained fromthe Rapporteur's EDI FACT Board Sectretari at.
Thi s

docunent is issued for informati on and comments and i s not i ntended
for inplenentation.

Message Type : MEDADR

Ver si on 0

Rel ease 2

Contr. Agency: RT

St at us 0

Dat e : 96-08-01

SOURCE: EBES EE®
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0. I NTRODUCTI ON

Thi s specification provides the definition of the Mdica
adverse drug reacti on nessage (MEDADR) to be used in

El ectronic
Data | nterchange (EDI) between trading partners i nvolved in
adm ni strati on, comrerce and transport.

1. SCOPE
1.1 Functi onal Definition

The nedi cal adverse drug reacti on nessage allows a party to

send an adverse drug reaction report concerning a single
case

to national and international regulatory authorities.

1.2 Field of Application

The Medi cal adverse drug reacti on nessage nay be applied for
bot h national and international trade. It is based on
uni ver sal
comerci al practice and i s not dependent on the type of
busi ness or i ndustry.

1.3 Pri nci pl es

Thi s nessage nay be transm tt ed:
- fromhealth professionals to regulatory adm ni strati ons
and
phar maceuti cal i ndustry.
- between regul atory adm ni strati ons.
- between pharnmaceuti cal conpani es and regul atory
adm ni strati ons.
- within adm ni strati ons or pharnmaceuti cal conpani es.
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- fromadm nistrations to the coll aborati ve drug
surveil |l ance
centre (VWHO Uppsal a).

One nessage pernmts to send a single case report of adverse
drug reacti ons. That neans:

- one patient.

- one or nore suspected reaction(s).

- one or nore suspect drug(s).

| f several reactions are included in one nessage they shoul d

be
related. Thus if a drug causes a first reaction for which a
second drug i s given causing a second reaction two nessages
(reports) should be submtted.
The nessage coul d al so accommbdate reporting for pre
regi stration events (clinical trials).
2. REFERENCES
See UNTDI D, Part 4, Chapter 2.6 UN ECE UNSM - GCenera
I nt roducti on, Section 1.
3. TERMS AND DEFI NI TI ONS
See UNTDI D, Part 4, Chapter 2.6 UN ECE UNSM - Genera
I nt roducti on, Section 2.
4. MESSAGE DEFI NI TI ON
4.1 Dat a Segnent Cl arification

This section should be read in conjunction with the

Br anchi ng
Di agram and t he Segnent Tabl e whi ch i ndi cate nmandatory,
condi ti onal and repeati ng requirenents.

0010 UNH, Message header
A service segnent starting and uniquely identifying a
nessage.
The nessage type identifier for the Medical Adverse Drug
Reacti on nessage i s MEDADR

Not e: The MEDADR nessage conform ng to this docunent nust
contain the followi ng data in segnent UNH conposite S009:

Dat a el enent 0065 NMEDADR
0052 O
0054 2
0051 RT

0020 BGM Begi nni ng of nessage
A segnent for unique identification of the nessage and
speci fication of its function.

0030 DTM Date/ti ne/ peri od
A segnent identifying the date and/or tine of nessage
gener ati on and/ or other dates and/or tines relevant to the
entire report.

0040 RFF, Reference
A segnent for specifying a reference related to the entire
report, including the identification of the study invol ved.

0050 LOC, Pl ace/location identification
A segnent for specifying the place (country) where the
reacti on
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occurred or the reacti on was report ed.

0060 ATT, Attri bute

A segnent for specifying the nature, type, seriousness and
t he

out cone of the adverse drug reacti on epi sode.

0070 DOC, Docunent/ nessage detail s

A segnent identifying the type of report (i.e. pre-

aut horisation clinical trial, post-authorisation study,
etc.).

0080 FTX, Free text

A segnent with free text infornmation, in coded or clear
form

for giving further clarification, where required, to the
entire

report. The segnent shoul d be used for any rel evant
i nformati on

or literature references for the adverse drug reaction
epi sode.

0090 Segnent group 1:
PNA- ADR- RFF- DTM PDI - SPR- EMP- QUA- CCI - MEA- FTX-
S&2
A group of segnents giving i nfornmati on about the patient or
other parties relevant to the adverse drug reacti on epi sode.

0100 PNA, Party nane

A segnent for specifying the identification and/ or nane
of

the patient or an associ ated party such as the reporter,
t he

nessage sender, etc.
0110 ADR, Address

A segnent for specifying the address of the actual party.
0120 RFF, Reference

A segnent for specifying alternative identification
nunber s

of the actual party such as patient record nunber.
0130 DTM Date/ti ne/ peri od

A segnent for specifying rel evant dates and/or tines such
as

the date of birth of the patient as well as the age of
t he

patient at tine of reaction.
0140 PDI, Person denographic i nformati on

A segnent for specifying denographic informati on such as

sex.
0150 SPR, Organi sation classification details

A segnent for specifying the type and nedi cal specialty
of a

heal t hcare organi sati on.
0160 EMP, Enpl oynent details

A segnent for specifying the type and nedi cal specialty
of a

heal t hcar e pr of essi onal .
0170 QUA, Qualification

A segnent for specifying the professional qualifications
of

a person.
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0180 CCl, Characteristic/class id
a segnent for specifying the age group of the patient
such
as child, adult or elderly.
0190 MEA, Measurenents
A segnent for specifying the wei ght and hei ght of the
pati ent .
0200 FTX, Free text
A segnent with free text information, in coded or clear
form for specifying additional patient information such
as

nedi cal history, past drug hi story and aut opsy
i nformati on.

0210 Segnent group 2: CTA- COM

A group of segnents identifying a contact and
comruni cati on

nunbers for the actual party.

0220 CTA, Contact information
A segnent for specifying contact information for the
actual party such as the sender of the nessage.

0230 COM Conmmuni cati on cont act

A segnent providing the phone nunber, fax nunber or
ot her

t el econmmuni cati on nunber of the contact specified for
t he

actual party.

0240 Segnent group 3: C N-DTM DAM STS- FTX

A group of segnents for specifying the adverse drug
reacti on(s)

of a patient.

0250 CIN, dinical information
A segnent for specifying the type of the adverse drug
reacti on.

0260 DTM Date/ti ne/ peri od

A segnent for specifying dates and/or tines relevant to
t he

adverse drug reaction such as the start and end date of
t he

adver se reacti on.
0270 DAM Damage

A segnent for specifying the severity of the actual
adver se

drug reacti on.
0280 STS, St atus

A segnent for specifying the outcone of the actual
adver se

drug reacti on.
0290 FTX, Free text

A segnent with free text information, in coded or cl ear
form to give further description of the adverse drug
reacti on.

0300 Segnent group 4: LIN- CCl-RSL- DTM STA- FTX
A group of segnents specifying the rel evant test perforned
concerni ng the adverse drug reaction.
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0310

0320

0330

0340

t he

0350

nor nal

0360

LIN, Line item
A segnent specifying the nunber of this investigation.

CCl, Characteristic/class id
A segnent for specifying the characteristics of the
i nvesti gati on.

RSL, Result
A segnent for specifying the result of the investigation.

DTM Date/ti ne/ peri od
A segnent for specifying dates and/or tines relevant to

i nvestigati on and/or result such as date of investigation
per f or ned.

STA, Statistics
A segnent for specifying statistical information about a
speci fic i nvestigati on such as nunber of tines with

results and nunber of tines with un-nornmal results.

FTX, Free text

A segnent specifying free text information, in coded or
clear form to give additional inforrmation about the

i nvesti gati on and/ or the result.

0370 Segnent group 5: | MD-DSG | NP-Cl N-DTM RFF- QTY- STS- FTX
A group of segnents identifying each drug and gi ving rel ated
informati on such as dosage.

0380

0390

0400

0410

0420
t he

dr ug

0430
such

of

0440

0450

rel ati on

I MD, Item description
A segnent for identifying a drug.

DSG, Dosage adm ni strati on
A segnent for specifying the dosage and adm ni strati on
speci ficati ons of a drug.

I NP, Parties to instruction
A segnent for specifying the dosage regine.

CIN, dinical information
A segnent for specifying the indication for usage of the
dr ug.

DTM Date/ti ne/ peri od
A segnent for specifying dates and/or tines relevant to

adm ni stration of the drug such as start and stop of a
tr eat nent.

RFF, Reference
A segnent for specifying additional drug identification

as the batch nunber or the marketing authorisati on nunber
a drug.

Qry, Quantity
A segnent for specifying the anbunt of substance
adm ni stered i n each dose.

STS, St at us
A segnent for specifying the status of the drug in

to the adverse drug reaction epi sode, the action taken
concerning the actual drug as well as the effect of drug
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re-
chal | enge.

0460 FTX, Free text
A segnent specifying free text information, in coded or
clear form to give additional information about the

dr ug.

0470 CNT, Control total
A segnent to provide nessage control totals as required.

0480 UNT, Message trailer
A service segnent endi ng a nessage, giving the total nunber

of
segnents in the nessage and the control reference nunber of
t he
nmessage.
4.2 Dat a segnent i ndex (Al phabeti cal sequence by tag)
ADR Addr ess
ATT Attri bute
BGM Begi nni ng of nessage
CCl Characteristic/class id
CIN dinical information
CNT Control total
COM Conmmuni cati on cont act
CTA Contact information
DAM Danmage
DOC Docunent/ nessage detail s
DSG Dosage adm ni strati on
DTM Dat e/ ti nme/ peri od
EMP Enpl oynent details
FTX Free text
I MD Item descri pti on
INP Parties to instruction
LIN Line item
LOC Pl ace/l ocation identification
MEA Measur enents
PDI Per son denographic i nformati on
PNA Party nane
QTY Quantity
QUA Qualification
RFF Ref er ence
RSL Resul t
SPR Organi sation classification details
STA Statistics
STS St at us
UNH Message header
UNT Message trail er
4. 3 Message structure

4.3.1 Segnent table

Pos Tag Nane S R
0010 UNH Message header M 1
0020 BGM Begi nni ng of nessage M 1
0030 DTM Dat e/ ti ne/ peri od M 9
0040 RFF Ref er ence C 99
0050 LOC Pl ace/l ocation identification C 9
0060 ATT Attri bute C 9
0070 DOC Docunent/ nessage detail s C 9
0080 FTX Free text C 99
C

E

0090  AAAAA segnent group 1
99 AAAAAAAAAA,,
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3(‘)100 PNA Party nane M 1
3(‘)110 ADR Addr ess C 1
3(‘)120 RFF Ref erence C 9
3(‘)130 DTM Dat e/ ti ne/ peri od C 9
3(‘)140 PDI Person denographic i nformati on C 1
3(‘)150 SPR Organi sation classification details C 1
3(‘)160 EMP Enpl oynent details C 9
3(‘)170 QUA Qualification C 9
3(‘)180 CCl Characteristic/class id C 1
3(‘)190 MEA Measur enents C 9
3(‘)200 FTX Free text C 99
3

O%;Q"""""""T;uuu Segment group 2 AAAAAAAAAAAAAAAAAA C
383220 CTA Contact information 1
0230  COM Commmuni cati on cont act C
9AAAAAAAAAAAU

0240  AAAAA segnment group 3 AAAAAAAAAAAAAAAAAA C
8250 CIN dinical information M 1
3

9260 DTM Dat e/ ti ne/ peri od C 9
3(')270 DAM Damage C 1
8280 STS St at us C 1
0290 ~ FT1X Free text c

9 AAAAAAAAAAAU

0300  AAAAA segnent group 4 AAAAAAAAAAAAAAAAAA C
38210 LIN Line item M 1
3(‘)320 CCl Characteristic/class id M 9
3(‘)330 RSL Resul t C 1
3(‘)340 DTM Dat e/ ti ne/ peri od C 9
3(‘)350 STA Statistics C 9
0360 FTX Free text C
9AAAAAAAAAAAU

0370  AAAAA segnment group 5 AAAAAAAAAAAAAAAAAA C
5280 I MD Item descri pti on M 1
9390 DSG Dosage admni ni strati on C 1
8400 INP Parties to instruction C 9
0410 CIN dinical information C 9
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3

8420 DTM Dat e/ ti ne/ peri od C 9
3(')430 RFF Ref er ence C 9
8440 QTY Quantity C 9
8450 STS St at us C 9
0460 =~ FTX Free text c

9 AAAAAAAAAAAU

0470 CNT Control total C 9
0480 UNT Message trail er M 1
5. DI RECTORI ES

5.1 Base Di rectory

Draft directory D. 96B.
5.2 Expl anati on of directory vari ati ons

No directory vari ati on.
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