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Agenda

O Kort om e-VIS, forfalskade lakemedel och e-verifikation

© Nordic Best Practice Guidance on Recall and
Withdrawal in the EMVS

© Kort om hantering av varningar och alerts
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e-VIS tillhandahaller ett e-verifikationssystem som hindrar
forfalskade lakemedel att na patienter via apotek eller sjukvard.
Tack vare det sakra systemet kan varje patient 1 Sverige kanna sig
trygg med att de lakemedel som lamnas ut ar akta.

Bakom e-VIS star branschorganisationerna inom hela
lakemedelskedjan.



The World Health Organization (WHO) defines 'falsified' medical
products as those that deliberately and fraudulently misrepresent
their identity, composition or source.

Four specific types of falsification of medical products can be
distinguished: counterfeiting, tampering, theft and illegal diversion.



Vad kan systemet hitta? %

E-VIS

© Forfalskade lakemedel.

© Forebygger att lakemedel som lamnat lakemedelsforsorjningen kommer ater 1
tillgangligt lager.

© Forebygga att lakemedel som ar indragna eller avregistrerade inte lamnas ut till
patient eller distribueras vidare.

© Sakerstalla for apotek, halso- och sjukvard och partihandel att
lakemedelsforpackningen ar tillverkad av MAH.

© Skillnaden mellan forfalskningar och kvalitetsbrister ar intentionen.

evis.se



Vad kan systemet hitta?

Forfalskningar

%
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Kvalitetsbrister

Lakemedel tillverkat av annan an lakemedelsforetaget / MAH

Kvalitetsbrister i lakemedelsforetagets uppladdning av data
och kontroll vid frislappning

Lakemedel som redan lamnats ut har med brottsligt uppsat
aterforts till lakemedelsforsorjningen

Kvalitetsbrister 1 hantering av l1akemedel, tex hantering av
reklamationsprover och returer fran patienter.

Indragna eller avregistrerade lakemedel har med brottsligt
uppsat aterforts till lakemedelsforsorjningen

Kvalitetsbrister i hanteringen av indragna och aterkallade
lakemedel, tex att information om indragning eller
avregistrering inte har natt apotek/partihandel.

Lakemedel stulna fran lakemedelsavfall har aterforts till
lakemedelsforsorjningen

evis.se

Kvalitetsbrister 1 hantering av lakemedel avsedda for
destruktion.



Nordic Best Practice Guidance on
Recall and Withdrawal in the EMVS

Joint initiative from the Nordic NMVOs to strengthen supply chain safety through
the EMVS functionalities



Need for Joint Processes for Withdrawal and Recall in
EMVS

©

Existing functionality for withdrawal and recall can further
secure the supply chain and patient safety. Using the EMVSis an
opportunity for streamlining the processes around recall.

The delegated regulation states that a batch subject to recall or a
product subject to withdrawal should be decommissioned in the
EMVS for the impacted markets

Processes for batch recall and product withdrawals vary in
different markets and the EMVS functionality does not today
match the granularity in the different processes (e.g partial recall)

The existing functionality in EMVS lacks clear guidance, but the
existing functionality already provides for solutions for improved
safety in the supply chain.

Marking a batch to recalled and a product as withdrawn are
irreversible actions in the EMVS. Correct handling is of
importance to avoid unnecessary disruptions in the supply chain

Delegated Requlation EU2016/161
Article 40

The marketing authorisation holder or, in case of parallel
imported or parallel distributed medicinal products bearing an
equivalent unique identifier for the purposes of complying
with Article 47a of Directive 2001/83/EC, the person
responsible for placing those medicinal products on the
market shall promptly take all the following measures:

* ensure the decommissioning of the unique identifier of a
medicinal product which is to be recalled or withdrawn, in
every national or supranational repository serving the
territory of the Member State or Member States in which
the recall or the withdrawal is to take place;
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Recall and withdrawal in NMVS — Nordic recommendations

¢ Introduction C

Use cases for MAH
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Recall and withdrawal in NMVS — Nord
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Marking a batch as recalled or a product as withdrawn in EMVS

© The OBP, under the responsibility of the MAH, marks the batch
as recalled or the product code as withdrawn through the EU
Hub.

© Marking a batch as recalled or a product as withdrawn is a
country specific action. The OBP selects in which markets the
batch or product should be marked as recalled or withdrawn.
E.g. a shared batch is to be recalled in Sweden but not in
Norway.

Q Please note!

© Therecommendations for EMVS handling are additional
guidelines to existing national processes for handling
recalls and product withdrawal and does not replace
national processes.

© The guide does not include any recommendations on how
to handle returns and credit of packs.
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Denmark

+4—

Finland o .
H N

__
In cases The Danish Medicines
Agency has assessed that a
defect may have profound
implications for patient safety,
and a recall at patient level must
be effected, they will
communicate the recall, e.g. on
the website of the Danish
Medicines Agency.

If a batch is recalled at pharmacy
level, the recalled status in the
DMVS must be done at the same
time as the recall letter goes out
to the relevant parties. If a batch
is recalled at wholesaler level,
but not recalled

from pharmacies, packs must still
be able to be dispensed and
therefore cannot change status
to Recalled in the system. In such
cases, the Danish Medicines
Agency will require the batch to
change status at both MAH

and wholesalers, so that no more
packages are sent out into the
supply chain, but we do not have
a status in DMVS that fits this
situation.

o |
.

Norway

IL__
I

Iceland

Sweden

=

The marketing authorisation holder
(MAH) is responsible for planning the
actions in case of a confirmed

product defect and the resulting recall
activities. The MAH is also responsible
for the communication of the product
defect and the actions taken to
address it, including the decision to
recall a batch/batches and instructions
for wholesalers and pharmacies. The
Finnish Medicines

Agency Fimea oversees that the
actions taken are adequate

and appropriate.

Generally, a batch should not be
marked as recalled in the Finnish
NMVS before the actions have
been communicated to and
agreed with Fimea, and the issue
has been communicated to the
entire Finnish distribution chain.

In case of a marketing
authorisation (MA) withdrawal,
the product should be marked as
withdrawn in the Finnish NMVS
the day when the MA
cancellation takes effect.

QOFMVO
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The actor importing medicinal
products to Norway, often the Market
Authorisation Holder, is responsible
for the actions regarding recalls of
products. They must follow the agreed
upon routines for recalls as specified
on

SLVs homepage legemiddelverket.no.

The MAH must mark the affected
batch(es) as recalled for the
Norwegian market in the EMVS
as soon as possible after the
wholesalers are notified, and not
later than 24 hours after the
notification to the wholesalers is
issued, in order to minimize the
risk for potential harmful
products being dispensed to
patients.

If a product is withdrawn from
the Norwegian market, the MAH
must mark the product as
withdrawn for the Norwegian
Market in the EMVS the same
day as the MA cancellation takes
effect.

NOMVEC

The MAH must mark the affected
batch(es) as recalled for the Icelandic
market in the EMVS as soon as
possible after the wholesalers are
notified, and not later than 24 hours
after the notification to the
wholesalers is issued.

If a product is withdrawn from
the Icelandic market, the MAH
must mark the product as
withdrawn for the Icelandic
Market in the EMVS the same
day as the MA cancellation takes
effect.

Non-exhaustive. Full details in the best practice

If recall status should be set on
the recalled batch, MAH/OBP
marks the batch as recalled for
the Swedish market as soon as
possible (but not before) when
the approved recall letter is
distributed to wholesaler for
further distribution according to
the cascade principle. (For more
information,

see www.rodawebben.se)

MAH/OBP should mark the
product code as withdrawn the
same date set as deregistration
date (comes into actions) in the
national article register
VARA/LiiV. (For more
information, see Handbok LiiV —
eHalsomyndigheten)

Internal


https://legemiddelverket.no/import-og-salg/import-og-grossistvirksomhet/tiltak-ved-kvalitetssvikt-pa-legemidler#meldeplikt-overfor-statens-legemiddelverk

- H
Country specific guidance for Sweden N

© If recall status should be set on the recalled batch, MAH/OBP marks the batch as recalled for the
Swedish market as soon as possible (but not before) when the approved recall letter is
distributed to wholesaler for further distribution according to the cascade principle. (For more
information, see www.rodawebben.se)

© MAH/OBP should mark the product code as withdrawn the same date set as deregistration date
(comes into actions) in the national article register VARA/LIiV. (For more information,
see Handbok LiiV — eHalsomyndigheten)

© Important that the existing information processes regarding recalls and withdrawals are
followed since pharmacies only get information about the recalled status in EMVS at the point of
dispense.

© A packin arecalled state where no supporting information is available should be reported as possible
falsification to MAH / MAH local representative.
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Conclusions and "next practice”

© Recommendations published in January 2023. Editorial update in February 2023. The initiative well received
by stakeholders

© Follow up how the recommendations are used and if there is an improvement of the usage of the recall and
withdrawn function planned during fall/winter 2023.

© Istherecall and withdrawal functions used when all packs are recalled or withdrawn from a market?
© Do we see less incorrect usage of the recall/withdrawal function?

© Inthe SMVS we see a general increase in number of batches marked as recalled, but we cannot clearly connect that to the best practice
guide yet.
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Har hittar du rekommendationerna:

https://e-vis.se/en/2023/02/09/recall-and-withdrawal-in-emvs-nordic-
recommendations/



Hantering av varningar och alerts

e-VIS rekommendationer

/)



e-VIS rekommendationer for varningar och %
alerts

© EMVO Best Practice for alert handling beskriver © Om orsaken beror pa slutanvandarens hantering
de EU-gemensamma rekommendationerna for ska slutanvandaren dokumentera orsaken till de
alerthantering som de svenska alert som forpackningen genererat 1 NMVS Alerts
rekommendationerna bygger pa. (e-VIS Alertportal)

© En forpackning som inte kan avaktiveras kan © Om orsaken till varningen/alerten inte ar kand
inte expedieras till patient. for slutanvandaren eller inte beror pa

slutanvandaren ska forpackningen rapporteras

© Slutanvandare (apotek, partihandel samt halso- till MAH / MAHs ombud s att forpackningen kan
och sjukvard) ska utreda om orsaken till utredas tillsammans med apoteket/partihandeln.
varningen beror pa deras hantering. De flesta apotek anvander

reklameralakemedel.se

evis.se



NMVS Alerts — e-VIS alert portal %
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© Alertportalen ar en webbportal dar slutanvandare
(apotek, partihandel och halso- och sjukvard) kan
fa atkomst till de alerts som genererats1i e-
verifikationsdatabasen.

© Syftet med NVMS Alerts ar att apotek och
partihandel direkt 1 alertportalen kan
dokumentera sin utredning av de alerts som
genererats pa sina apotek eller partihandel.

© Anslutning till alertportalen ar avgiftsiri.

© MAH kan ansluta till EAMS hubben via EMVO.

evis.se



Tips vid rapportering och utredning %

Lakemedelsforetaget och slutanvandaren ska
sakerstalla att forpackningen inte ar en mojlig
forfalskning.

Rapport till MAH bor innehalla minst foljande
information:

© Produktkod och vilket lakemedel rapporten
galler.

© Serienummer och/eller alert-ID

© Vilken varning som genererats fran e-

verifikationsdatabasen och vad som intraffat.

evis.se
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Alla alerts, oavsett om forpackningen blivit
rapporterad eller ej, skickas till MAH (via OBP
funktion)

Svara slutanvandaren med status pa utredningen
inom senast 2 arbetsdagar.

Kontakta slutanvandaren om information saknas
1 rapporten och om rapporten ar otydlig.

Begar support fran e-VIS

alerts@e-vis.se som kopia 1 all korrespondens med
slutanvandare gallande forpackningar som
orsakar e-verifikationsvarningar.



mailto:alerts@e-vis.se

Filt med asterisk” ar obligatoriska

= o
Ange vad felet géller™ @ ‘ Serienumret dr okant v ‘

(O Bristande eller awikande funktion VAl] typ av varning...

O Skador pa férpackningen Serienumret dr okant

. Batchens identifierare matchar inte den identifierare som produktdgaren har angivit

O Awvikelser i farg, form, lukt eller méngd
() Sékerhetsférslutningen &r bruten Utgangsdatum pa férpackning matchar inte det utgangsdatum som produktdgaren har angivit
Produktkoden dr okdnd

) Information i 2D-koden kan inte |dsas av . . . . . )

ikt , Forpackningen dr avaktiverad som expedierad/destruerad/har annan status
@ E-veritikationsvarning 2D-koden &r inte fullstdandig (batchnummer, serienummer, utgangsdatum eller produktkod kravs)
O Annan brist pa likemedlet Annan typ avvarning fran e-verifikationsdatabasen

£ Féregiende steg

Félt med asterisk” &r obligatoriska

Arendebeskrivning @ Ange AlertID ©

Beskriv drendet nedan. Om drendet &r rapporterat till Lékemedelsverket SE-ABC-ABC-1AB-AB1-12A Alert ID saknas: [
som misstankt forfalskning bor det anges nedan. Ange inga
personuppgifter i detta falt. Personuppgifter ar information som direkt

Ange Serienummer @
eller indirekt kan hénféras till en fysisk person, till exempel namn,

personnummer, telefonnummer eller namn pa vardinrattning. 1234567830
Vid avaktivering far vi varningen 41020002 Bade serienumret och batchens Fi f5 kni Kk tin h ~ Nei
: . N . . inns férpackningen i karantdn hos a O Ne
identifierare dr okdanda. Ett larm har initierats i systemet. F* 8 ®Ja C ]
T " o . . 7
Kontroll har &ven skett genom att ange virden manuell frén forpackningen. apoteket?” @




Félt med asterisk” &r obligatoriska

Ange vad felet géller” @

Serienumret dr okdnt w

() Bristande eller awikande funktion

Valj typ av varning...

Serienumret dr okdnt

O Awvikelser i farg, form, lukt eller méngd Batchens identifierare matchar inte den identifierare som produktidgaren har angivit

O Sakerhetsforslutningen &r bruten Utgangsdatum pa forpackning matchar inte det utgangsdatum som produktdgaren har angivit
Produktkoden &r okand

Firpackningen dr avaktiverad som expedierad/destruerad/har annan status

(O Skador pa forpackningen

) Information i 2D-koden kan inte l3sas av
@ E-verifikationsvarning

2D-koden &r inte fullstindig (batchnummer, serienummer, utgangsdatum eller produktkod kravs)
(O Annan brist pa ldkemed|et Annan typ avvarning fran e-verifikationsdatabasen

€ Foregiende steg

Filt med asterisk” ar obligatoriska

Arendebeskrivning @ Ange AlertID ©

Beskriv drendet nedan. Om drendet &r rapporterat till Lékemedelsverket Alert ID Alert ID saknas:
som misstankt forfalskning bor det anges nedan. Ange inga
personuppgifter i detta falt. Personuppgifter ar information som direkt

Ange Serienummer @
eller indirekt kan hanféras till en fysisk person, till exempel namn,

personnummer, telefonnummer eller namn pa vardinrattning. 1234567890
Vid verifiering far vi varningen. 11110200 Forpackningen dr expedierad pa . . . . . .
annan plats Finns férpackningen i karantén hos @ Ja O Nej
. L . . ?*
Fiirpackningen levererades av partihandlare den 1 oktober 2023 och inga apoteket?” @

returer fran kund eller liknande tyder pa att returnerad férpackning olovligen
hamnat i tillgdngligt lager.




Information pa e-VIS hemsida

© Apotek/partihandlare
https://e-vis.se/apotek-och-partihandel/

(Y
(N
(Y
(Y

E-utbildning Introduktion till e-verifikation
NMVS Portal User Guide for Local Organisations
Instruktion for slutanvandare vid upplaggning av Locations 1 SMVS

Kontrollkoder for kontroll av skanner och skannerutrustning i verksamheten

¢ Rekommendationer for hantering av varningar och alert
https://e-vis.se/varningar-larm/rekommendationer-for-hantering-av-varningar-och-larm/

(Y
(Y

Engelsk version publicerad maj 2023

Samtliga Operationskoder fran SMVS (till och med API 2.4)

¢ e-VIS Alertportal - NMVS Alerts
https://e-vis.se/varningar-larm/e-vis-alertportal-nmvs-alerts/

(Y
(Y
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Instruktion for slutanvandare -hantering av alerts 1 NMVS Alerts

E-utbildning Hantering av alert 1 alertportalen - NMVS Alerts

E-VIS


https://e-vis.se/apotek-och-partihandel/
https://e-vis.se/varningar-larm/rekommendationer-for-hantering-av-varningar-och-larm/
https://e-vis.se/varningar-larm/e-vis-alertportal-nmvs-alerts/
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