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For the best possible meeting – mute your microphone when you are not talking

Feel free to ask questions - best done via "Raise your hand" in Teams or via chat

Feel free to use the camera when asking questions.

The presentations will be posted on the e-VIS web site after the meeting. We do not record the meeting.

Welcome
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Background and introduction

1. Short summary: FMD and control of safety 
features

2. Responses and warnings to end-users

Investigation of alerts and exceptions

3. e-VIS responsibility

4. End-user investigation of alerts

5. MAH’s investigation of alerts

6. Investigation of FMD-complaints

Agenda
The webinar will focus on MAH investigation of 
alerts and FMD-complaints. 

The training requires basic knowledge of the 
regulations for safety features and the Swedish 
medical supply chain.



Background and introduction
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Medicines Verification System in numbers

The European system includes 
and engages close to 2,500 
pharmaceutical companies, 
4,000 pharmaceutical 
distributors, 150,000 
pharmacies and 6,000 hospital 
pharmacies in 29 countries

195 million packs uploaded in 
2025 in the Swedish system

A total of 1520 locations are 
registered in the Swedish 
system

1 million transactions per day 
in the Swedish system
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Alert rate in Sweden

During a normal month, most 
pharmacists do not encounter 
any alerts

0,02 % of all transactions 
generate alerts.

Most pharmacies has a 
decommissioning rate of 100 %

About 100 complaint reports 
from end-user regarding packs 
with FMD-issues per month.
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Falsifications

• EMVS has detected 
falsifications in 
Europe, but not on 
the Swedish market

Quality deficiencies

• Found weekly in 
Sweden at MAHs, 
pharmacies and 
wholesalers

What can be found by using the system?
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e-VIS recommendations for handling exceptions 
and alerts

How end-users should handle 
and report pack generating 
exceptions.

Processes for complaint report 
investigation together with MAH 
/ MAH local representative 
depending on the type of 
exception.

Handling of alerts when root 
cause is on end-user side. 

Responses and exemptions from 
EMVS.

Content

Sverige Apoteksförening

Läkemedelsdistributörs-
föreningen

Läkemedelsindustriföreningen
(Lif)

Föreningen för Generiska
Läkemedel och biosimilarer

Läkemedelshandlarna

Last update in May 2023 with 
English translation

The recommendations have 
been developed by e-VIS in 
collaboration with
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EMVO Best Practice on Alert Handling
Published in June 2021 to harmonize alert 
investigation within Europe with input from all 
EMVS stakeholders. 

Describes how alerts should be investigated by 
MAH and end-users and which alerts that should 
be investigated. 
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EAMS Handbook
Explains how the European Alert 
Management System (EAMS) should be used 
by MAHs to support alert handling as 
described in EMVO-00306 Best Practice on 
Alert Handling



Background and introduction
FMD and control of safety features 
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Responsibilities of 
end-user

Verify that the unique identifier is present in the 
EMVS.

Control that the unique identifier has not 
previously been decommissioned.

Decommission the unique identifier in the EMVS 
prior to supply to the public or in any other case 
where the pack leaves the supply chain.

Check anti-tampering device.

(there are no obligations to “scan a pack”! The most common reason for 
scanning the 2D-data matrix in a Swedish pharmacy is to use the product 
code for stock management and to control that the correct medicinal 
product is dispensed to patient.)
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If the pack cannot be decommissioned or 
verified

Packs with EMVS/FMD-errors cannot be further distributed - pack needs to be investigated and/or placed in quarantine

Packs that cannot be decommissioned cannot be supplied to the public unless an exemption for the specific error is 
approved by the NCA

The pack has an FMD error if: 

The pack cannot be found in the EMVS or the IU does not match EMVS data

The pack is already in a decommissioned state. 
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The Swedish NMVS always sends a 
response to the end-user after a 
successful or failed verification or status 
change.

End-user systems configuration impacts 
how responses are shown to end-users

Some warnings generate alerts. The 
alerts are sent to the MAH via the EU-
hub. 

Alert-ID presented to the end-user

e-VIS makes the alert available for the 
end-user via e-VIS AMS (Alert 
management system) NMVS Alerts.

All warnings do not generate alerts 

Responses, warnings and alerts in the NMVS

NMVS End-user

MAH/OBP

Response or warning to 
end-user

EMVS-
hub

Alert sent to EMVS-hub

Alert sent to MAH/OBP
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100 % decommissioning rate

All alerts investigated 

Alert rate under 0,02 %

Mature alert handling process: definition



Investigation of alerts
e-VIS’ responsibility
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e-VIS must provide for investigation of alerts 

Ensure that alerts are investigated by end-users and/or the MAH and that a root cause 
for the alert can be found

e-VIS will label an alert as closed:

When the end-user has confirmed that a root cause for the alert can be found on 
their side OR 

When the MAH has confirmed that a root cause for the alert can be found on 
their side OR

When a root cause can be identified at another affected user of the system. 

e-VIS’ responsibility
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e-VIS requests information on whether a root cause has been found on the MAH’s or end-user’s side. 

e-VIS appreciate that a full investigation is carried out, but e-VIS do not require information on the full 
CAPA report with corrective actions. 

e-VIS expect feedback on alert investigation within 2 working days according to EMVO’s Best Practice 
on Alert Handling

If the end-user has not found a root cause on their side the end-user normally requests to know: 

If a root cause has been found on the MAH side or not

If a root cause has been found on the MAH side, can the error be corrected and when

If the error cannot be corrected, how should the end-user handle the substandard pack. 

A root cause has been identified
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e-VIS is using NMVS Alerts as our National Alert Management System

e-VIS gathers information on alert investigation from: 

The Swedish Complaint channels
End-users are requested to report packs with suspect or confirmed quality issues to MAH or their local 
representative. If the reports concerns errors in the EMVS e-VIS should be on copy during the investigation 
between the MAH and the end-user. 

End-user’s alert investigation in NMVS Alerts
End-users are requested in the Swedish recommendations to aways document a root cause for the alert in 
NMVS Alerts when the root cause is on the end-user side. 

MAH’s alert investigation
MAHs are requested to inform e-VIS of their alert investigation for A2, A3 and A52 alerts with information on 
weather a root cause can be found on the MAH side or not. 

Information is today sent via e-mail. 

e-VIS is planning to connect to the eAMS hub. When connected e-VIS can retrieve the information
directly from the EAMS from connected OBP. 

Alert Management System in Sweden

NMVS Alerts 
(Nationel AMS)



Investigation of alerts and 
exceptions

End-users handling of alerts and exceptions 
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Pack is not found in EMVS or pack in stock is not 
verified as active/cannot be decommissioned!

End-users must investigate all alerts and 
exceptions from the EMVS. 

Is there a valid exemption from the NCA that 
grands pharmacies to supply the pack without 
decommissioning it? 

End-users handling of alerts and exceptions 
Exception from SMVS!

The pack is not found in EMVS is not verified as active/cannot be 
decommissioned!

No root cause found by 
the end-user on their 

side

Report pack as a 
complaint to 

MAH/MAH location 
representative with a 

copy to e-VIS

Root cause found on end-user side

An alert has 
also been 
generated

No alert 
generated

Document 
event 

according to 
own QMS*

Document 
reason in 

NMVS Alerts

*QMS – Quality Management System
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e-VIS NAMS NMVS Alerts

NMVS Alerts is a web portal where end users 
(pharmacies, wholesalers and healthcare) can 
access the alerts generated in the EMVS for 
their location. 

The purpose of NVMS Alerts is that 
pharmacies and wholesalers can inform e-
VIS that a root cause has been found on their 
side. 

e-VIS will close that alerts when the end-user 
has confirmed a root cause. 



MAH’s alert investigation
MAHs investigation of alerts – EMVO’s Best Practice on alert handling
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Alerts are 
sent to 

MAH via 
EU-hub. 

Alerts are 
also 

available 
in EMVO 

eAMS. 

Alerts are always sent to the MAH
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Date and time when the alert was generated

Alert code and alert message describing what 
kind of error that has caused the alert.

Unique alert-ID identifying the alert

Target or source market – the market where the 
end-user is present

Product code in the request to EMVS generating 
the alert

Serial number in the request to EMVS generating 
the alert

Batch number in the request to EMVS generating 
the alert

Expiry date in the request to EMVS generating 
the alert

If unique identifier been added to the request to 
EMVS by manual entry or not

Client/Locations ID of the end-user

If alert generated during a status change

The target state requested in the failed 
status change. 

Actual state of the pack if known.

Content of the alert messages - examples
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Determine alert type and 
source

Are we expected to 
investigate this alert?

Internal root cause 
investigation

Can a root cause be 
found on my side or not? 

Inform or request NMVO 
support

MAH investigation of alerts
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MAH investigation of alerts

Determine alert type and source

Determine alert 
type and source

A7, A24 or A68 alerts

A2, A3 or A52 alerts

MAHs are not required to investigate A7, A24 and A68 alerts except in the following circumstances:
• MAH is aware they have caused the alert(s) due to repeating decommissioning transactions when 

packs are under their control;
• An end-user contacts them about such an alert;
• The NMVO contacts them about such alert(s), for example, in the case of an A7, A24 or A68 alert 

generated by an end-user where no end-user root cause can be identified;
• The NCA requests them to investigate such alert(s).
The reason for this approach is that A7 and A24 alerts generated by end-users will rarely be due to errors 
on the part of the MAH. Similarly, the vast majority of A68 alerts generated by end-users are due to end-
user software or scanner issues. 

Alert source MAH

Internal root 
cause 

investigation

No investigation 
required

Alert source is not 
MAH

Investigation 
required from 

end-user or 
NMVO
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EMVS Alert code Error Definition MAH requested to 
investigate

A2 Batch Not Found The product exists in the EMVS ecosystem, but not the 
batch or serial number. This error code can only be 
returned if an intermarket transaction took place and 
the EU hub didn’t find the batch.

YES

A3 Pack Not Found The pack has not been found. YES

A7 Pack Already in 
Requested State

The pack state change cannot be completed because it is 
already in the requested state.

NO – unless requested 
to do so by end-
user/NMVO/NCA

A24 Status Change Could 
Not Be Performed

The pack state change cannot be completed because the 
requested state conflicts with the current state. E.g. 
Trying to "Supply" a "Destroyed" pack.

NO – unless requested 
to do so by end-
user/NMVO/NCA

A52 Expiry Date 
Mismatch

The expiry date supplied for the pack request 
mismatches the expiry date held within the system for 
the given batch.

YES

A68 Batch Number 
Mismatch

The batch number supplied for the pack request 
mismatches the batch number the pack belongs to.

NO – unless requested 
to do so by end-
user/NMVO/NCA

Alert codes
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For A7, A24 or A68 no further action is required unless MAH is aware that the alert is caused by their 
handling. 

A Swedish end-user can request investigation of an A7 or A24 alert via the complaint channels. 

MAH documents alert, no further action required
MAH investigation of alerts

If alert documentation in eAMS-hub/informing e-VIS of the investigation:

No action required or set the Investigation status to No Root Cause on My Side. 

The status of the alert must remain as Open or Under investigation

A closed alert means that is has been resolved and that a root cause has been found. If MAH cannot find 
any root cause on their side, it means that further investigation is required by other stakeholders.
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The MAH should investigate whether the alert was caused by an MAH due to a data or procedural 
error

Incorrect Product Master Data uploaded for a product;

Sending a pack to a market before uploading the Product Pack Data for the batch;

Sending a pack to a market for which the wrong batch ID or expiry date has been uploaded;

Adding a market to the Product Master Data for a batch after it has been uploaded;

Repeated decommissioning of a pack or batch while under MAH control;

Distribution errors in the EU-hub during upload to national systems

Internal root cause investigation
MAH investigation of alerts
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Remarks for the Swedish market: 

If the end-user has reported the pack generating to the alert to MAH via the national complaint channels, 
inform the end-user of the results of the investigation. Remember to add alerts@e-vis.se as a copy so that e-
VIS can close the alert.

Inform or request NMVO support
MAH investigates alerts

If a root cause can be found on MAH side

• If the MAH determines that they were the cause of the alert, 
the MAH should take corrective action as quickly as possible 
and inform the NMVO (and end-user if the end-user has 
contacted them directly about the alert) within 2 working 
days of the alert being generated. 

• A progress report should be provided after 2 working days if 
the investigation is not completed at that stage. 

If a root cause cannot be found on MAH side

• If the MAH has found that the alert was not 
caused by MAH procedural or data error, or an EU 
hub issue, the MAH should contact the relevant 
NMVO and ask them to investigate if there is a 
root cause at national system level or at end-user 
level.

mailto:alerts@e-vis.se
mailto:alerts@e-vis.se
mailto:alerts@e-vis.se
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e-VIS NAMS is not connected to the eAMS hub – exported 
data from eAMS can be sent via e-mail.

Export alert investigation data from eAMS hub for the 
Swedish market and send to alerts@e-vis.se.

Specify in the e-mail that MAH require feedback from end-
users on A2, A3 and A52 alerts where no root cause can be 
found on the MAH side. 

e-VIS will check if investigation has been provided in e-
VIS AMS NMVS Alerts and feedback to MAH.

MAH investigate alerts
Inform or request NMVO support

If alert documentation in eAMS-hub:

If root cause is found on MAH side

Set investigation status to Root Cause On My Side

If root cause not found on MAH side

Set investigation status to Root Cause Not On My 
Side

Do not change alert status, or leave as Open
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Pharmacies must report packs with suspected or confirmed quality issues to MAH. (Swedish requirements)

The colleagues that receive and reply on complaint reports can many times resolve the case with the end-user 
quicker if they have access to the MAH’s alert investigation. 

MAH investigate alerts
Remember to inform local MAH representatives and affiliates

MAH or OBP PharmacyMAH 
representative or 

local affiliate

Investigation of 
complaint reports

Result of alert 
investigation
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e-VIS will see the MAH investigation status (root cause 
on my side or not) with comment from MAH. 

The end-user can see the MAH Investigation status 
directly in NMVS Alerts (root cause on my side or not)

MAHs will see: 

Alerts closed by e-VIS

The end-user investigation status (root cause on 
my side or not)

e-VIS will evaluate the connection during 2026. 

Processes for handling of complaints will 
remain the same. 

Correct handling of the EAMS crucial for 
successful implementation – incorrect closing 
of alerts must be avoided 

eAMS-hub and e-VIS NAMS NMVS Alerts
e-VIS is planning to connect to EAMS

NMVS 
Alerts (National 

AMS)

End-user MAH
eAMS



5. Investigation of FMD 
complaints

e-VIS webinar for MAHs on alerts and FMD complaints
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Pack is not found in EMVS or pack in stock is not 
verified as active/cannot be decommissioned!

Investigate! Can the root cause of the exception be 
found on the end-user's own side?

Is there a valid exemption from the NCA that 
grants pharmacies to supply the pack without 
decommissioning it? 

End-users' handling of alerts and exceptions 
Exception from SMVS!

The pack is not found in EMVS is not verified as active/cannot be 
decommissioned!

No root cause found by 
the end-user on their 

side

Report pack as a 
complaint to 

MAH/MAH location 
representative with a 

copy to e-VIS

Root cause found on end-user side

An alert has 
also been 
generated

No alert 
generated

Document 
event 

according to 
own QMS*

Document 
reason in 

NMVS Alerts

*QMS – Quality Management System
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Quality Complaint tool reklameraläkemedel.se
Quality Complaint web-based form

End-user selects “E-verifikationsvarning” as an error type

End-user selects which kind of warning that the end-users has received from the EMVS

e-VIS recommend all pharmacies and other end-users, when possible, to use reklameraläkemedel.se when requesting investigation from the MAH.

e-VIS recommends all MAHs with products on the Swedish market to be connected to reklameraläkemedel.se

If other tool is used the end-user should reassure that all information is present in the report / e-mail to the MAH and that alerts@e-vis.se is added as a 
copy. 
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Complaint tool reklameraläkemedel.se

Reporting fields are adapted so serial number and alert-
ID is not forgotten. 

E-mail of the complaint is sent to MAH or MAH Local 
Representative. 

MAH can choose a different e-mail address for 
complaints regarding FMD exception. 

A copy is sent to alerts@e-vis.se

A copy is sent to the Swedish NCA and to the reporting 
end-user. 

mailto:alerts@e-vis.se
mailto:alerts@e-vis.se
mailto:alerts@e-vis.se
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E-mail from reklameraläkemedel.se

Reminder to reply the reporter within 
2 days and add alerts@e-vis.se

Information on the reported medicinal 
product. 

Most information is gathered via the 
the National Product and Article 
Register - VARA.

Number of reported packs!

Information on the reported error. For 
FMD complaints the reporter is 

requested to add serial number and 
alert-ID when available. 

Contact information to the reporter

Case number
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e-VIS has published proposed standard responses from MAH to 
end users when investigating reports from 
reklameraläkemedel.se

The idea behind this is to have responses that are easy to 
understand and are recognised by the end-users.

Please note: The proposed responses are in Swedish. 

Respond to end-user
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MAH End-users

• Has access to the alert and information provided by the 
end-user and e-VIS.

• Can is some cases assess that the alert does not represent 
a possible falsification

• Has access to the alert, information provided by MAH and 
e-VIS and has access to the pack.

• Can is more cases assess that the pack is not falsified  

• Receives multiple alerts weekly or daily • Generation of alerts and exceptions is rare - pharmacy 
employees might see 1 alert or less per year. 

• More likely to have staff specialized in FMD topics and 
processes

• FMD topics and processes is handled by pharmacist and 
technicians on the pharmacy floor. 

• Must investigate A2, A3 and A52 alerts for their products • Must investigate all alerts and exceptions generated via 
their operations against the EMVS

• Less need for support and guidance • Greater need for support and guidance

Alert investigation is a joint effort

• Investigation of complaint is a joint effort. 
• Don’t hesitate to reach out to the end-user if there are any uncertainties in the report – e-mail and phone 

number is always listed. 
• Reach out to e-VIS for support!
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e-vis.se

e-VIS Recommendations for alert handling

Web-learning: Introduction to e-verification (Swedish)

Recall and withdrawal in NMVS – Nordic recommendations

Q&A on foreign packs (Swedish)

Proposed responses from MAH to end users when investigating reports from 
reklameraläkemedel.se

EMVO - https://emvo-medicines.eu/

EMVO’s Best Practice on Alert Handling

EMVO Knowledge Database

Follow us on LinkedIn for news and coming webinars!

Further reading

https://e-vis.se/en/alerts-and-exceptions/
https://e-vis.se/en/alerts-and-exceptions/
https://e-vis.se/en/alerts-and-exceptions/
https://e-vis.se/en/alerts-and-exceptions/
https://e-vis.se/utbildning/intro/#/
https://e-vis.se/utbildning/intro/#/
https://e-vis.se/utbildning/intro/#/
https://e-vis.se/utbildning/intro/#/
https://e-vis.se/utbildning/intro/#/
https://e-vis.se/wp-content/uploads/2024/12/Recall-and-withdrawal-in-NMVS-%E2%80%93-Nordic-recommendations-2024-12-02.pdf
https://e-vis.se/wp-content/uploads/2024/12/Recall-and-withdrawal-in-NMVS-%E2%80%93-Nordic-recommendations-2024-12-02.pdf
https://e-vis.se/wp-content/uploads/2024/12/Recall-and-withdrawal-in-NMVS-%E2%80%93-Nordic-recommendations-2024-12-02.pdf
https://e-vis.se/qna/fragor-och-svar-utlandska-lakemedel/
https://e-vis.se/wp-content/uploads/2025/01/e-VIS-REC-0154_Forslag-pa-standardsvar-e-VIS.pdf
https://e-vis.se/wp-content/uploads/2025/01/e-VIS-REC-0154_Forslag-pa-standardsvar-e-VIS.pdf
https://emvo-medicines.eu/new/wp-content/uploads/Best-Practice-on-Alert-Handling.docx.pdf
https://emvo-medicines.eu/knowledge-database/


e-vis.se/en/alerts-and-exceptions/

For more information, recommendations and best practice on handling alerts and 
exceptions



Appendix
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The pack cannot be found in 
the EMVS

Product is out of scope for 
FMD

Veterinary medicinal 
product

Licensed medicinal product 
from a country outside the 

EU/EEA

The pharmaceutical 
company has failed to 

upload the pack

An individual pack has not 
been uploaded to the EMVS.

The pack is “rejected” on 
the packaging line.

The entire batch has not 
been uploaded.

No control has been carried 
out before the batch is 
placed on the market.

The search has only been 
carried out in the Swedish 

system

The pack is in another 
country’s system, but no 
batch number has been 
entered by the end-user.

Manual entry does not 
require batch number

The information entered 
does not match the pack

The pharmacy’s scanner 
has read the information 

incorrectly

Incorrect information 
entered when data was 

entered manually from the 
pack.The pack has not been 

manufactured by the 
pharmaceutical company 

and is a counterfeit

Possible root causes when 
pack is not found in the 
EMVS
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The pack is already 
decommissioned at the 

same location and 
therefore cannot be 

decommissioned again

The end user has 
accidentally deactivated 
the pack but has never 

supplied the pack.

The dispensing system is 
trying to decommission 
the same pack several 

times.

The end user has forgotten 
to reactivate a pack that 

was accidentally 
decommissioned.

The pack has already been 
supplied to the public.

The pack is returned from 
a customer (e.g. complaint 

or return due to a 
dispensing error).

The pack has incorrectly 
been put back in available 

stock.

The end-user is trying to 
decommission a pack as 

destroyed when discarding 
of the returned packThe MAH has 

manufactured two packs 
with the same unique 

identifier.

The pack was not 
manufactured by the 

pharmaceutical company 
and is a counterfeit.

When the pack is 
decommissioned 
at the same 
location
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The packaging is already 
decommissioned at 

another location.

The pack is returned from 
a customer (e.g. complaint 

or return due to a 
dispensing error).

The pack has incorrectly 
ended up in available 

stock.

The end-user is trying to 
decommission a pack as 

destroyed when 
discarding of the returned 

pack
The wholesaler has not 
checked that returned 

packs are active before 
they are put back into 

stock.

Before return to 
wholesaler, the pharmacy 
has not checked that the 

pack is active.

The wholesaler has 
accidentally 

decommissioned the pack 
and then distributed it 

further.

The MAH has 
manufactured two packs 

with the same unique 
identifier.

The medicine has not been 
manufactured by the 

pharmaceutical company 
and is a counterfeit.

When the pack is 
decommissioned 
at another location
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