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Roles of the XEVMPD in the EV System (1/2)

The roles of the XEVMPD in the EudraVigilance system are:

1

to create a list of all medicinal products authorised in the EU/EEA including medicines
authorised centrally via the European Medicines Agency and medicines authorised by
regulatory authorities in EU Member States;

to create a list of investigational medicinal products studied in clinical trials in the EU/EEA;

to identify medicines accurately, especially medicines included in reports of suspected
adverse reactions;

allow for the coding of medicinal products and/or active substance(s) in Individual Case
Safety Reports (ICSRs) transmitted to EudraVigilance;
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Roles of the XEVMPD in the EV System (2/2)

o facilitate signal detection and data analysis in the EV Data Warehouse and Analysis System
(EVDAS) by using coded medicinal product information;

e coordinate the regulation safety-monitoring and pharmacovigilance activities of medicines
across the EU/EEA; and

e support the implementation of the EudraVigilance Access Policy.
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XEVMPD

I. DATABASE ARCHITECTURE
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XEVMPD: Data architecture (1)
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XEVMPD: Data architecture (2)
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XEVMPD: Data architecture (3)
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XEVMPD

II. PRODUCT REPORT DATABASE
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XEVMPD: Product report database (1/4)
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XEVMPD: Product report database (2/4)

The product report database collects:
e authorised medicinal products (AMPs);

e development medicinal products (DMPs);

e substances.
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XEVMPD: Product report database (3/4)

Other look-up tables in the product report database that can be updated by MAHs
and/or sponsors include:

10

organisations (MAH/sponsor);

pharmacovigilance system master file locations (PSMFLs);
sources;

terminology (proposed or development only; standard terminology is maintained by the
European Medicines Agency (EMA) including:

- pharmaceutical dose forms;

- administration routes;
- ATC codes.
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XEVMPD: Product report database (4/4)

Other look-up tables in the product report database that are maintained by the EMA
include:

e authorisation procedures;
e authorisation statuses;

e concentration types;

e medical devices;

e substance classes;

e units of measurement and presentation.

If a new term needs to be added on these look-up lists, a request needs to be
submitted via the EMA Service Desk portal (https://servicedesk.ema.europa.eu)
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XEVMPD

ITI. SCIENTIFIC DATABASE
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XEVMPD: Scientific product database (1/6)

The scientific product database:

e is designed to support data analysis using a scientific abstraction of the medicinal product
information (AMPs and DMPs);

e implements a hierarchic structure that allows the classification and grouping of all medicinal
products available in the XEVMPD on the basis of the active ingredient(s), the strength(s) and
the pharmaceutical dose form(s);

e allows grouping of medicinal products solely on the basis of their composition, independently
from trade names and specific marketing-authorisation holders or sponsors.
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XEVMPD: Scientific product database (2/6)
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XEVMPD: Scientific product database (3/6)

ABSTRACT
COMPOSITION Abstract
SUCRALFATE Composition
Active Ingredients
ABSTRACT Abstract Strength ABSTRACT Abstract Formulation
STRENGTH Active Ingredients FORMULATION Active Ingredients
SUCRALFATE 500 mg + SUCT'-‘;?)'I';ATE +
Strength Dose Form

ABSTRACT .
pHARMAC. ProDUCT | Abstract Pharmaceutical Product =

Active Ingredients + Strength + Dose Form

SUCRALFATE 500 mg
Tablet

A “T » =
: PRODUCT
REPORT DB

Product Report
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XEVMPD: Scientific product database (4/6)

ABSTRACT
COMPOSITION

4/‘_/ SUCRALFATE \‘\‘

‘;?FS{E:I?;L ABSTRACT ABSTRACT ABSTRACT
STRENGTH FORMULATION FORMULATION
SUCRALFATE 500 mg e TR SUCRALFATE SUCRALFATE
Tablet Oral Suspension

LN

pa
ABSTRACT STRA ABSTRACT ABSTRACT
PHARMAC. PRODUCT PH . ERODUCT PHARMAC. PRODUCT PHARMAC. PRODUCT

SUCRALFATE 500 mg SuUC ATNg 500mg SUCRALFATE1g SUCRALFATE1g
Tablet Or: usperigion Tablet Oral Suspension

s
e [ProbucTx])
ST A

A PRODUCTY
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XEVMPD: Scientific product database (5/6)

ABSTRACT
COMPOSITION

Clotrimazole

ABSTRACT ABSTRACT ABSTRACT ABSTRACT
STRENGTH FORMULATION STRENGTH FORMULATION
Clotnmazole Clotnmazole Clotrimazole Clotrimazole
500mg Pessary 2% wiw cream
ABSTRACT ABSTRACT
PHARMAC. PRODUCT] PHARMAC. PRODUCT]
Clotrimazole Clotrimazole
500mgPessary 2% w/w Cream
\ 4
w
PRODUCTZ PRODUCT X
COMBI PACK
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XEVMPD: Scientific product database (6/6)

ABSTRACT ABSTRACT
COMPOSITION COMPOSITION
ESTRADIOL
AT coTRAOL
LEVONORGESTREL
ABSTRACT ABSTRACT ABSTRACT rEETTER T
STRENGTH FORMULATION STRENGTH FORMULATION
ESTRADIOL ESTRADIOL ESTRADIOL
VALERATE 2 mg VAL ERATE Tablet V. igﬁgg_n q. VAL ERATE,
LEVONORGESTREL 0.075 mg LUevelores=RaL

N o G

ABSTRACT ABSTRACT
PHARMAC. PRODUCT] PHARMAC. PRODUCT
ESTRADIOL ESTRADIOL
VALERATE 2 mg VALERATE 2 mg,
Tablet LEVONORGESTREL 0.075 mg
Tablet

CONTRACEPTIVE XYZ
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XEVMPD

IV. PRODUCT INDEX
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XEVMPD: Product index database (1/3)

EudraVigilance System:

G EV

A DWH

T

E

w

Data

A Analysis

Y
XEVPRM
il % creates

. . Signal Detection
Data_ Data Vall_datl_on Data Analysis
Collection Standardisation Scientific Evaluation

20 eXtended EudraVigilance Medicinal Product Dictionary (XEVMPD) e-learning
Classified as internal/staff & contractors by the European Medicines Agency



EUROPEAN MEDICINES AGENCY

XEVMPD: Product index database (2/3)

SCIENTIFICNAME

SCIENTIFICCODE

SUCRALFATE Al=4613;
SUCRALFATE 500 mg Al=4613:ST=((500,3)):

SUCRALFATE Tablets Al=4613;DF=245;

Authorised Product:

SUCRALFATE 500 mg Tablets | Al=4613;ST=((500,3));DF=245;

ProdX Tablets 500mg

PRODUCT INDEX—> PRODUCT NAME VARIATION =
Different Reporting Possibilities

ProdX

ProdX Tablets

ProdX 500mg

ProdX 500mg Tablets
ProdX Tablets 500mg

SUCRALFATE

SUCRALFATE 500 mg
SUCRALFATE Tablets
SUCRALFATE 500 mg Tablets
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XEVMPD: Product index database (3/3)

SCIENTIFICNAME SCIENTIFICCODE
X707 Al=4617;
X707 50 mg Al=4617;5T=((50,3));
X707 Tablet Al=4617;DF=245;
Development Product: X707 50 mg Tablet Al=4617;ST=((50,3));DF =245;

A108(alpha) containing a Tablet

of 50 mg of X707 These entries

are confidential

This.info

IS CO entlal PRODUCT INDEX
Different Reporting Possibilities
Sponsor Product Code A108(alpha)
Sponsor Product Name
Product Other Name
X707
These Reporting | x70750mg
A X707 Tablet
Possibilities
X707 50 mg Tablet

are confidential
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Product index and validation process (1/2)

The product index is used as a reference for the validation of the product name in the
following fields (*) of the ICH E2B(R2) ICSR:

e PATIENT PAST DRUG THERAPY SECTION;
- B.1.8a/ D.8.r.1 patient drug name
e PARENT PAST DRUG THERAPY SECTION;

- B.1.10.8a / D.10.8.r.1 parent drug name DRUG SECTION;
- B.4.k.2.1 / G.k.2.2 medicinal product name DRUG SECTION;
- B.4.k.2.2 / G.k.2.3.r.1 active substance

(*) EudraVigilance Human - Processing of Safety Messages and Individual Case Safety Reports (ICSRs)
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Product index and validation process (2/2)

If the information in the patient drug name (B.1.8a / D.8.r.1), parent drug name
(B.1.10.8a / D.10.8.r.1) medicinal product name (B.4.k.2.1 / G.k.2.2) and active
ingredient (B.4.k.2.2 / G.k.2.3.r.1) fields are:

Validated... NOT validated...
Generation of a Warning
ICH ICSR loaded ICH ICSR loaded
(Acknowledgment 01) (Acknowledgment 01 with Warning)
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XEVMPD: Data architecture and validation (1)

ICH ICSR
G ProdX 500mg Tablet
Product Name A ProdX Tablet 500mg
(B.4.k.2.1) SUCRALFATE
-;_ SUCRALFATE 500mg
“ProdX Tablet” —t=i SUCRALFATE Tablet
E SUCRALFATE 500mg Tablet
Authorised wW /I —
Product
ProdX Tablet A
500mg Y

creates

. . Signal Detection
Data_ Data Vall_datl_on Data Analysis
Collection Standardisation Scientific Evaluation
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XEVMPD: Data architecture and validation (2)

ICH ICSR

Positive
AC

<>SM-H>0

reates

XEVPRM

creates

[

. . Signal Detection
Data Data Validation Data Analysis

Collection Standardisation Scientific Evaluation
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XEVMPD: Data architecture and validation (3)

27

ICH ICSR
> ProdX
ProdX Tablet
rodX 500mg
G — T mg I ablet
Product Name A ProdX Tablet 500mg
(B.4.k.2.1) SUCRALFATE
) —-I" SUCRALFATE 500 mg
ProdX - SUCRALFATE Tablet
500mg” E SUCRALFATE 500 mg Tablet
Authorised wW / —_—
Product
ProdX Tablet A
500mg Y
—l/_ reates
XEVPRM
— creates
L~
. - Signal Detection
3 [I)Iata_ glata‘dV:ratlj |_dat|_on Data Analysis
ollection tandardisation Scientific Evaluation
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XEVMPD: Data architecture and validation (4)

<>SmM-H>0
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[

. - Signal Detection
Data Data Vall_datl_on Data Analysis
Standardisation Scientific Evaluation
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XEVMPD: Data architecture and validation (5)

ICH ICSR
> ProdX
ProdX Tablet
G ProdX 500mg
ProdX 500mg Tablet
Product Name A ProdX Tablet 500mg
(B.4.k.2.1) Suc
“SUCRALFATE - — CRAI FATES500m
500 mg” v S
E SUCRALFATE 500 mg Tablet
Authorisea | | W e ——
Product
ProdX Tablet A
500mg Y
—I/_ reates
XEVPRM
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L
. . Signal Detection
L [|)|ata' gatadvf(!;'datl'on Data Analysis
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XEVMPD: Data architecture and validation (6)

<>SmM-H>0

reates

XEVPRM

creates

I

. - Signal Detection
Data Data Validation Data Analysis

Collection Standardisation Scientific Evaluation
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XEVMPD: Data architecture and validation (7)

ICH ICSR
1 qA108 (alpha) >
G X707
X707 50mg
Product Name A X707 Tablet
(B.4.k.2.1) X707 50 mg Tablet
“A108 (alpha)” —— L
Development W /l -
Product A
A108(@lpha)
Tablet 50mg of X707 Y
reates
XEVPRM
= creates
L
. - Signal Detection
3 [I)Iata_ gatade:(!ll_datl_on Data Analysis
ollection tandardisation Scientific Evaluation
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XEVMPD: Data architecture and validation (8)

<>SmM-A>®

XEVPRM

creates

[

. - Signal Detection
Data Data Validation Data Analysis

Collection Standardisation Scientific Evaluation
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XEVMPD: Data architecture and validation (9)

33

ICH ICSR

Product Name
(B.4.k.2.1)

A108 (alpha)

“A108 (bsta)”

Development
Product

A108(alpha)
Tablet 50mg of X707

i

<>SMH>E

1

reates

XEVPRM
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Data_ Data Vall_datl_on Data Analysis
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XEVMPD: Data architecture and validation (10)

ICHICSR
ACK with G
Warning (01) | A v
— !_ i ICH ICSR.
linical Tria
E
wW
A
Y
reates
XEVPRM
= creates
. . Signal Detection
Data_ Data Vall_datl_on Data Analysis
Collection Standardisation Scientific Evaluation
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XEVMPD

V. DATA COLLECTION
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XEVMPD: Data collection

EV
DWH

Data
Analysis

reates
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Signal Detection
Data Analysis
Scientific Evaluation

Data Data Validation
Collection Standardisation

36 eXtended EudraVigilance Medicinal Product Dictionary (XEVMPD) e-learning

Classified as internal/staff & contractors by the European Medicines Agency



EUROPEAN MEDICINES AGENCY

Data collection tools

e Insert and maintain information in the XEVMPD:

- XEVMPD Data Entry Tool (EVWEB);
- exchange of XML files: eXtended Eudravigilance Medicinal Product Reports (XEVPRMs).
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XEVMPD: Data collection

Insert and maintain:

EV WEB Tool

8 or
Automatic

Exchange T
of XML files

il

<>SM-HA>0

Data
Collection
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Data entry and maintenance
User rights:

The user can maintain Product Data

Via Via Via
Function Tool*

Gateway User ’\/ ’\/ @

Web Trader User ’\/ @ \/

* Except if they register a virtual affiliate as a WebTrader under the
headquarter profile in EV
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1. XEVMPD Data Entry Tool (EVWEB)

The XEVMPD data entry tool (EVWEB) application offers the possibility to:
e Manually create an XEVPRM and to send it to the XEVMPD

e Maintain the information already entered in the XEVMPD

e Access and query the XEVMPD
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2. Exchange of XML files

e An organisation (MAH or sponsor) can exchange XML files with the XEVMPD to insert and
maintain the information in the XEVMPD.

e The XML files are defined as eXtended EudraVigilance Product Report Messages (XEVPRMs).

XEVPRM
5 — XML
Organisation (XML >—EudraViglilance —
- - 47 - -
Medicinal Product | VR Medicinal Product
0 - ACK 0 -

Dictionary D) Dictionary

[
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XEVMPD: Data collection summary

XEVMPD
Data Entry Tool

E :X' (EV WEB)

g or XEVPRM

<> =P 0

Automatic

Exchange
of XML files

Data
Collection
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XEVPRM Acknowledgement

e With all three tools, the user always sends an XEVPRM to the XEVMPD;

e The XEVPRM Acknowledgement is received as follows:

The userreceives the XEVPRM ack

Via Inthe EVWEB

Gateway Trader \/
User @
WebTrader User @ ’\/

* Except if they register a virtual affiliate as a WebTrader
under the headquarter profile in EV
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