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Agenda

* Introduction - Maija Gohlke, General Manager

* Contract and Invoice matters - Maija

» Alert Status in Europe & in Finland - Mirka Koski, Service Manager
« Alert Management - Mirka

* Tips for MAHs - Mirka

* Final words - Maija
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Soon it’s time for invoicing - what should you do?

* Do you need a PO number? Let us
know by 15th November with this
pdf (fill in all the details)

» Is your incoiving information up to

date?
— Use this pdf
— And check out our website

5.10.2021


https://www.laakevarmennus.fi/sites/default/files/attachments/Updating%20Annex%20I%20and%20II%20form%20%282%29.pdf
https://www.laakevarmennus.fi/sites/default/files/attachments/Updating%20Annex%20I%20and%20II%20form%20%282%29.pdf
https://www.laakevarmennus.fi/en/sign-fimvo
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What are you paying and when?

€ i
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Heads up!

 We are building a new
CRM - next year you’ll be
able to update your
information via a web
portal

5.10.2021







ALERT RATE
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Note: the objective for the EMVS countries is to reach an alert
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FiMVO statistics

* Please note that our alert statistics include only
the alerts caused by the end users in Finland =>
the following statistics do not include any alerts
created via the EU HUB, e.g. alerts raised by IMTs
or OBPs

« The alerts are filtered according the unique
serial number (no doubles)

5.10.2021
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The number of transactions and alerts per month Feb 2019 - Sep 2021
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The number of alerts by type in January - September 2021

— G
FAILED TO FIND A EXPIRY DATE DOES NOT THE BATCH ID DOES UNKNOWN SERIAL PACK IS ALREADY PROPERTY IS ALREADY ACTUAL PACK STATUS
BATCH FOR THE GIVEN MATCH THE DATE HELD =~ NOT MATCH THE NUMBER INACTIVE SET ON PACK DOESN'T MATCH THE
DATA IN THE NMVS SERIAL NUMBER IN THE UNDO TRANSACTION

NMVS
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Most common alert types and root causes in FiMVS

« #A3 Unknown serial number

— Usually end user data entry errors (scanning or manual data entry error)

— In some cases a part of the batch data has not been uploaded in FiMVS by the
OBP

 #A68 The batch ID does not match serial number

— Practically all caused by end user data entry errors (scanning or manual data
entry error)

— An EAN code on the pack often causes an incorrect scan - please remove EAN

codes from packs if possible (EAN codes are not needed by the supply chain
anymore - the 2D-matrix is sufficient)

5.10.2021
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Most common questions to FiMVO from the End Users

 Product not found

— This is NOT an NMVS error => the error is created in the end user software because the
product information is missing from the Nordic Product Number (Vnr) service

— A kind reminder to the MAHSs: please keep the Nordic Vnr-numbers and product notifications
always up-to-date: https://www.laaketietokeskus.fi/en/pharmaceutical-information/vnr-
services

 Unknown serial number

— In some cases a part of the batch data has not been uploaded in FiMVS by the OBP
— The end user requests guidance from FiMVO

« The pack is already inactive

— The end user is not able to investigate who has done the decommission previously => FIMVO
has to check the audit trail of the pack and to provide guidance

5.10.2021 16
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SOP — Alert Handling Guideline for Medicines Verification

FiM\/O) | System for System Users
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https://www.laakevarmennus.fi/sites/default/files/2021-04/L%C3%A4%C3%A4kevarmennusj%C3%A4rjestelm%C3%A4n%20h%C3%A4lytysten%20k%C3%A4sittelyohje%20j%C3%A4rjestelm%C3%A4n%20k%C3%A4ytt%C3%A4jille_v2.0.pdf
https://www.laakevarmennus.fi/sites/default/files/2021-04/Anvisning%20f%C3%B6r%20hantering%20av%20l%C3%A4kemedelsverifikationssystemets%20larm_v2.0.pdf
https://www.laakevarmennus.fi/sites/default/files/2020-12/NMVO-0049_Alert%20Handling%20Guideline%20for%20Medicines%20Verification%20System%20for%20System%20Users.pdf
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Best Practice on Alert Handling by EMVO

Best Practice on Alert
Handling by EMVO has
been published and
approved in June 2021

5.10.2021

The objective is to propose
best practice for handling
alerts generated in the EMVS
when the system is in steady
state and alerts due to
technical, data or procedural
errors have been minimized

It is recommended that
an Alert Management
System (AMS) would be
in use by all the
stakeholders in order to
follow the defined best
practices effectively

FiMVO has yet not
identified needs to
update FiIMVO'’s Alert
Handling Guideline
based on the guideline
by EMVO

The Finnish NCA (Finnish Medicines
Agency, Fimea) has aligned that the
alert investigation process and all the
needed actions by everyone involved
should always be conducted without
any unnecessary delay

19
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National Alert Management System (AMS) in Finland:
Current status

« FiMVO Board has had a discussion of this topic in June 2021 and a go decision was made
regarding the implementation of an AMS internally at FiMVO

« Discussions with Finnish End Users about the needs and expectations for an AMS are
ongoing - no final decision from the supply chain yet

« FiMVO will continue the planning and the software assessment processes

5.10.2021 20
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FIMVO does not expect the MAH/OBP to report alerts and/or the results of their investigations on a regular basis,
unless FiIMVO has been a part of the alert investigation

FIMVO is not allowed to provide the end user contact information to the MAH/OBP (as stated by the NCA)

FiMVO will contact the end user if there is a reason suggesting a possible falsification based on the investigation
done by the MAH

Regarding many alerts, especially #A68 The batch ID does not match the SN & #A3 Unknown serial number, the
alerting pack is often successfully verified after an alert due to a data entry error => no need to contact FiMVO

The end user is also responsible for solving an alert which they receive — they are expected to contact the MAH/OBP
if the root cause is unclear (non scanner issue)

5.10.2021 21
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Data management by OBPs

* Product Master Data (PMD) and Product Pack Data (PPD) must be
uploaded to all the target markets and only the target markets
(also the contract with the FiIMVO must be in place before
uploading PMD). Retrospective uploads are also possible (please
remember to update also the PMD if needed).

helpdesk@emvo-medicines.eu

« EMVO has published a Letter of Announcement about the
Irreversible transactions:
https://emvo-medicines.eu/new/wp-

content/uploads/EMVO LoA 0200 20210921 Irreversible transactions.pdf https: //emvo-
medicines.eu/knowledge-
 All the LoAs can be found on EMVO’s website in the [Documents database/

Overview] > [Letters of Announcement] section of the
Knowledge Base (please note: OBPs are always informed via
email by EMVO)

5.10.2021 23


https://emvo-medicines.eu/new/wp-content/uploads/EMVO_LoA_0200_20210921_Irreversible_transactions.pdf
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A few additional reminders to OBPs

« Packs must not be verified when not at hand (excluding
cases of alert investigation) - please see the latest LoA
from EMVO:

https://emvo-medicines.eu/new/wp-
content/uploads/EMVO LoA 0201 20210929 Verifications of packs
under physical possession of an_OBP.pdf

« Bulk transactions may lead to a large number of false alerts
- please, pay attention when performing these operations!

» Please keep also FiMVO informed of:
— Batch recalls and product withdrawals
— Products sold under a special license in Finland
— Any information letters sent to the distribution chain

5.10.2021
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https://emvo-medicines.eu/new/wp-content/uploads/EMVO_LoA_0201_20210929_Verifications_of_packs_under_physical_possession_of_an_OBP.pdf

FiMVO (o)

Follow the news and A

contact us!

* Social media: FiMVO.fi | LinkedIn | Twitter

e Subscribe to FiMVO’s newsletter:
https://uutiskirje.fimvo.fi/

« For alerts, system and data related inquiries and support,
please use: nmvs@fimvo.fi

#fightthefakes

« For contracts and invoicing, please use: info@fimvo.fi

5.10.2021 25


https://www.laakevarmennus.fi/en
https://www.linkedin.com/company/fimvo-finnish-medicines-verification-organisation/
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Thank You!

The Finnish Medicines Verification Organisation FiMVO
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