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Practical case: PMS Data Review

Let s take Asphalion in a mock-up scenario as a laboratory with a broad
portfolio of medicinal products in various therapeutic areas. To illustrate
how the IDMP implementation would work, we will start with an initial
review of the data. It is recommended to prioritise the critical medicinal
products and the most relevant fields in ESMP. After this prioritization, the
remaining non-critical products were analyzed.

We present the following examples of errors related to the data migration to
the PMS.

The root cause for any issues detected may be related to:

A - XEVMPD
B - SIAMED s" = s
C - Known migration issues

(\ASPHALION TR




A - PMS Findings resulting from errors in XEVMPD

Aut
Authori hori :::::
sed MA Active sati MRP / DCP /
4 PMS ID Full Name S e Molder LOC ID MA Nr. SR e ;l::: CP Nr.
Form Cou
ntry us
=
Asphatron 400 Ul Powder and
6000000000001  JPolvoy disolvente  solventfor  Agphalion S.L. L0C-100019413 123456 antiiromeinm | g Valid
para solucion solution for ey HUMAN
inyectable y para injection/infusi
perfusion on f
6000000000002 Asphatron 400 Ul powder and - - Valid
polvo y disolvente sglvent for Asphal iOI'I S.L. LOC-100019419 123456 Antithrombin Il ES
para solucién solution for PR T,
inyectable y para  injection/infusi
perfusion on

*fictitious example

After the migration from XEVMPD to PMS, 2 PMS IDs have been generated.

They appear to be identical, but upon review, we detected that the
substances were not aligned.
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A - PMS Findings resulting from errors in XEVMPD

How to proceed?

EUROPEAN MEDICINES AGENCY ANTITH RO M BI N I I I H U MAN
is SVG=0 and is duplicated
as Duplicate of

SPOR - Substances Management System

1- Review of SMS List in SPOR

100000089108/SUB12917M
1G

D EVWEB- ICSR

D> EVWEB- Art57/
XEVMPD 2- Align to Antithrombin 1, SVG=1

D> XEVMPD Export

B XEVMPD Bulk update Review in XEVMPD which presentations are

not aligned with the correct substance, and
P> EV Data Warehouse update them with the correct term.
D EV Post Corrections in xEVMPD are required
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A - PMS Findings resulting from errors in XEVMPD

3. Checkin PMS to Submit a ticket to

see if the bug has NO the EMA via
been resolved Service Desk

YES

Only one PMS ID has been
generated for the medicinal
product, while the other PMS ID has
been nullified
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B- PMS Findings caused by errors in SIAMED

During the review of Asphalion's products in PMS, an issue was again
detected in the Manufacturing Business Operation in PMS-PUI for one of
the manufacturers of several medicinal products.

After reviewing the dossier information for the centralized medicinal product,
we found that the Business Operations do not match those reported in
PUI-PMS. Since the manufacturer's information for the centralized product is
stored in SIAMED, this is suspected to be the source of the error.
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B - PMS Findings caused by errors in SIAMED

How to proceed?

1- Review EMA Q&A
document in PLM YES No action is required

Portal and
PMS FAQ document

NO

2. Submit a ticket to 3- Once the change has been
EMA requesting the made in SIAMED, verify that it
correction in SIAMED is correctly reflected in PMS

SIAMED II
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https://www.ema.europa.eu/en/documents/other/product-management-service-pms-frequently-asked-questions-faqs_en.pdf

C - PMS Findings included among Known Issues
listed by EMA

Review the list of Known Issues provided by the EMA and verify whether your
identified bugs are included. It is also advisable to check for any information
regarding the expected resolution dates of these issues.

This will help you prioritize and plan your actions accordingly. If you require
further details on how to proceed or where to find this information, please do
not hesitate to contact us.
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Contact us!

info@asphalion.com
www.asphalion.com
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