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- Introduction

Data
Management

» Reconciliation of Serious Adverse Events (SAE) is done between
- Clinical Database (GDM) and
- Global Pharmacovigilance Database (PV)

* Regular SAEs reporting via fax to PV (manual process)

* SAS macro used to compare GDM and PV databases

- Creation of three different integrated reports

 Implementation of electronic process currently in pilot phase
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SAE Report-Subject Match

GCO

Data
Management

* Subject Match
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Clinical DB+{ SafetyDB+| Clinical DB+ Safety DB+ ~
Random«’ | Randoms+’ Patient+ Patient+
¢+  Countryz | Trialunital numberzo numbera numbera numbera | Birth Daten| Death Daten| Gendern
C1H 10 100= 100= 100= 100= 01FEB19408 |-H Femalef =
/‘ \\ [Male]=
Cld 11 200 200 200 200 / 23MAY19420 -n\ Femalex
C2d 20 300 300= 300 300 01DEC1931  |-® Femalex
[26DEC1931]x
c2n 2x ,mn 40 400x 400m o -x Femalex
C2H 20 5008 501w 501: 501\ 01JAN19350 [-m Femalex
C3x 3n £00x £00x 600x £00x 01AUG1934 |-\ Femalex
N [13AUG1934]=
C4x 10 700x 700x 700x 700x 14DEC19420 [12JAN2010R |Femalex =
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GCO

SAE Reports-SAE Match

Data
Management

« SAE match

P atientre MedDRAe— Start datee
randome| SOURC Aod of adverses|
Countryo Trial unitae numbera Eao termo eventa evento
C1e 1a 301e GDhia Headache Headacheo O7JAN2009 e 2
unspecifiedo 1
Cila 1o 301a GPwa Headache Headache. ngse 07 JANZOO0= o } atCh
unspecifiedo m
C2a Sa S00a GDhido Atrial fluttero ATRIAL FLUT, .LEFTa 22MAVZ:|DS_
(== So 500 GPwa Atrial fluttera ATRLA;QERu ZO0APR200Sa |7
J I Y o ([T e } non match
C3o Sa 2000 \ GPWVa Upper limb FRACTUR OF THE Z0JAN2007 o rad
Curen LEFT AR ONEes
* Other important item com
eri ortant item co arison
Patient/«® | Start date+ +
Trial randome« | of adverse«| preferreds+ Adverse+
Countryd unita numbersz eventa terma eventa VARIABLE NAME=| Safety databasey Clinical databaseq
C1o 10 2000 19JANY2007R | Pneumoniax ACUTE PNEUMONI&®R | Action takens 93=Unknowno 1=Honeo
C1s 18 200m 10NOY2007H  [Syncopex SYNCOPE= Action takens 93=Unknowno 1=Honeo
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Limitations of Current Process

Management

* Manual process via fax and data entry into PV database needed

* More discrepancies, because of two sources for SAE information
(Complementary page and EDC CRF)

* Reconciliation between PV and Clinical Databases
- Time-consuming

- Manual work
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. Requirements of the Electronic Process

Data
Management

» Study must be setup and conducted in EDC

 All relevant data must be available electronically
(i.e. the information that is now documented on the paper complementary
page)

 Transfer gateway required, which can be implemented either as
- Module / Interface of EDC system to PV System

or as

- SAS-based program interface between EDC & PV database
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* Implementation in EDC
((GCO

Management

* Investigator must indicate that the SAE should be sent to GPV by selecting
a check-box in EDC

Check this box if you want to transfer an initial or follow-up
report concerning this SAE to Global Pharmacovigilance.

Date and time of last transfer

» Last transfer date stored, if tick box is checked

 |dentifier to send the data to PV
=>» Investigator decision
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* ~ Implementation of SAS-Based Solution

Data
Management

- E2B (E2B Plus = enhanced E2B)
- XML based Format
- Standardized exchange format

- Data exchange format between Pharmacovigilance and
Regulatory Authorities

« SAS macro

Executed on daily basis

XML files sent to exchange directory and imported into PV system

Investigator gets pdf version of SAE report per email for the site file

Copy of mail sent to monitor
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Conclusions for Automated Process

Management

Cons

« Still need extra reconciliation to show discrepancies between GDM and PV
items

Pros

* Investigator only needs to document SAE once

* Reduction of discrepancies to a minimum

* Less time-consuming for investigator, DM and PV

* SAE reaches PV more quickly (although depends frequency DB
replication)
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Management

Thank you for your attention!
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