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What’s Up ? – Now and later

• The main issue is E2B compliance

• Additionally now:

- better MedDRA handling, incl. browsing/coding

- improved (and more) ARISg standard screens

- improved performance (e.g. speed of searches)

- reporting compliance monitoring (using SAS)

- AE case workload monitoring (using SAS)

• Additionally later:

- validation of Impromptu based operations

- e-mail with attached CIOMS forms for 

non-E2B recipients. The expected step with 

automated standard letters will be skipped entirely
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Cyclone Tracker
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ARISg E2B Gateway
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ARISg E2B Gateway, Import log
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ARISg Screens
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ARISg Screens
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Quite simple, really…
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Scope

• Transmission of electronic Individual Case Safety 

Reports (ICSRs) to EMEA and EU National Authorities

• Receipt of electronic ICSRs from EU National 

Authorities

• Marketed products (later also study cases)

• Other „communication partners‟:

- non-EU Authorities

- License partners
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E2B transmission LEO -> EMEA

LEO Pharma EMEA

E2B ICSR

MDN (of ICSR)

ACK (of ICSR)

MDN (of ACK)
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Functional process - outgoing

• Create case in ARISg as per LEO standards

• Review ARISg distribution list, edit as needed

• In AG E2B Gateway:

- review candidate cases for export

- export relevant case(s)

• In AG E2B Gateway:

- verify incoming MDN(s)

- verify positive ACK(s)
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Functional process - incoming

• In AG E2B Gateway:
- import incoming cases to repository db

• In AG E2B Gateway:
- verify outgoing MDN(s)
- verify sending of positive ACK(s)

• In ARISg repository db:
- review case for LEO relevancy
- duplicate checks
- transmit to prod. db OR logically delete

• In ARISg production db:
- case evaluation, completion of “mandatory 
LEO fields”

- route and complete case in LEO workflow process
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ARISg E2B Project

LEO Gateway applicationLEO Gateway application

EMEA gatewayEMEA gateway

LEO workflowLEO workflow

E2B E2B 

webweb--

modulemodule

RepositoryRepository

Decision on Decision on 
where to ewhere to e--reportreport

Duplicate checkDuplicate check

Primary Medical Primary Medical 
Review/AssessmentReview/Assessment

Paper 

based 

reporting

CitrixCitrix--linked affiliatelinked affiliate
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E2B XML and MedDRA
.

.

.<reaction>

<primarysourcereaction>HEADACHE</primarysourcereaction> VERBATIM = REPORTED TERM

<reactionmeddraversionllt>6.1</reactionmeddraversionllt> MedDRA VERSION NUMBER

<reactionmeddrallt>10019211</reactionmeddrallt> MedDRA LLT CODE NUMBER

<reactionmeddraversionpt>6.1</reactionmeddraversionpt> MedDRA VERSION NUMBER

<reactionmeddrapt>10019211</reactionmeddrapt> MedDRA PT CODE NUMBER

<termhighlighted>4</termhighlighted>

<reactionstartdateformat>102</reactionstartdateformat>

<reactionstartdate>20040202</reactionstartdate>

<reactionenddateformat>102</reactionenddateformat>

<reactionenddate>20040209</reactionenddate>

<reactionduration>7</reactionduration>

<reactiondurationunit>804</reactiondurationunit>

<reactionfirsttime>1</reactionfirsttime>

<reactionfirsttimeunit>804</reactionfirsttimeunit>

<reactionoutcome>1</reactionoutcome>

</reaction>

.

.

.

.
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.

.

.

.

VERBATIM = REPORTED TERM

-Shows road to the „point-of-entry‟
in the dictionary

-Allows for evaluation of 
proper coding

-Will/will not fit with other party‟s
coding conventions

-Identification of duplicates (e.g. via
other reporting sources)
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.

MedDRA VERSION NUMBER

-To uniquely resolve „code numbers‟
to literal text strings

-Impacts on your choice of MedDRA
versioning policy within your
organisation

-E.g. the most recent version released
from the MSSO (and the version
immediately prior)
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MedDRA LLT/PT CODE NUMBERS

-The old „transatlantic‟ debate: 
LLTs or PTs ?

-Re-think: when is a LLT most
appropriate ?

-And when is the PT the most
appropriate?

-Single case/event vs. summary ?

-LLT is the level of entry when coding

-If you have (LLT+version), PT can 
be looked-up in dictionary…

-whereas (PT+version) cannot
uniquely point to your coding LLT
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E2B XML and MedDRA
- recommendations

• Always supply what is perceived as the „originally 

reported‟ term/diagnosis (=„verbatim‟). This helps 

the recipient to understand your MedDRA coding.

• If e.g. EMEA will only accept the most recent version 

plus the prior version, then you cannot work with 

older versions ! 

• Do supply the LLT code; the recipient can resolve 

this into the complete MedDRA hierarchy (PT, P.SOC 

etc. etc.)

• If you have recipients who absolute need to receive 

also the PT code, then, by all means, do supply the 

PT code – in addition to the LLT code !


