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Alerts in Denmark and alert statistics

Walk through of the agenda of
today’s meeting:

= Alert codes

= Alert highlights of August in
DK

= Example of monitoring an
alert code

= The monitoring report and an
example + highlights

= \Where does DMVO handle
the alerts?
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Alert codes

List of alerts:

= #A2 -Batch not found

= #A3 -Pack not found

= #A7 -Pack already in requested state

= #A24 -Status change could not be performed
= #A52 -Expiry date mismatch

= #A68 -Batch identifier mismatch
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Alert overview DMVS

Weekly alert statistics
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Danish alert code example

#A3 - Pack not found in DK
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Highlights & analysis
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The alert frequency has decreased. In week 35; 0,12% of the
scanned products generated alerts whereas 0,30% generated
alerts in week 33.

The number of scanned sold products has increased. 374 MAH's
have uploaded 186 mio. packs. Product Pack Data = 9.835 (PPD),
this is 76% of all Product Master Data (PMD). The number of
uploaded packs is continuesly increasing.

A large number of #A3 -Pack not found in week 33 due to missing
software update at some end users. The scanners have now been
re configueret.

Both in week 33 and 35 a considarable number of #52 - "expiry
data mismatch” was generated due to the well known scanner error
where "00” in the date is read incorrectly.
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DK: Increasing number of scans

DENMARK
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DK: Decreasing number of alerts
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TOTAL NUMBER OF ALERTS IN RELATION TO THE
TOTAL NUMBER OF SCANS

4,79%
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DK: Distribution of alert codes

DENMARK
Back to the EEA map
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What is DMVO doing to lower the number of alerts?

12

Development of a national alert handling guideline
Direct contact to MAH/OBP

Direct contact to end user

Monitoring of development(s)

Continues dialouge with the Danish Medicines Agency

Knowledge exchange with the other NMVO's - what has been initiated to
lower the alert number etc.

Underlining the recommendation to verify 1 pack per batch before
release

The alert management system NMVS Alerts is monitored daily

Participation in a cross country work group in order to standardize the
alert handling process

Development of a general overview of root causes and tips to investigate
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https://www.dmvo.dk/SiteCollectionDocuments/DMVOs%20alert%20handling%20procedure%20for%20MAHs%20-%20Marketing%20authorisation%20holders%202020.pdf
https://www.dmvo.dk/SiteCollectionDocuments/Summary%20of%20the%20root%20causes%20for%20alerts%20EN.pdf

The alert page list

= ‘NMVS Alerts” is an automated tool for displaying alert information
and performing investigations
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Statistics from NMVS alert

Reports

Apply Filter

1.9.2020 10.9.2020 Resolution Times Request

Resolution times Count
1 Sum 1: Alerts resolved in less than 4h 502
Report
2 Sum 2: Alerts resolved between 4h and 24h 27
3 Sum 3: Alerts resolved between 1d and 3d 62
4 Sum 4: Alerts resolved in more than 3d 98

Total sum: 933
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General overview of alerts from NMVS Alerts

Alert count in last 7 weeks

Week 30 Week 31 Week 32 Week 36 Week 37
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Monthly alert overview

Monthly alert count

September

18-11-2020




Signing up for NMVS Alerts alerts

Kindly send name and email to info@dmvo.dk
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mailto:info@dmvo.dk

DMVO s information needs when investigating alerts

Kindly provide following mandatory information to info@dmvo.dk:
o Alert Id

Batch number (LOT/Batch)
Product code (PC/GTIN)
Expiry date (EXP)

Contact person

o 0o o o

Additional highly recommendable information:
1)  Serial Number (SN)
2) Picture of the 2D Data matrix code from identical same batch
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Question time!
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Thank you for your participation!

n ke =gisad ngiyabonga

Baapnanaa I'ﬂ&lSI “‘ba(ka WE|3||H laCk lesekku[ ede[lm = E
_aC=Vlu6(3[aalelal lava Vl'li‘iﬁ.s. hlaundalam an je misaolra matundu —
%E; mc_wgg g raclas_asanleminana
sl E = === % uue«ememsmuchchakkeram -
Z kl“g chnmakaluulmun gracies Sulﬂ3¥=:g[] I'alhh malth a at

©
=
=
=
=

0 h " g a d ﬂdgk:::m = Z ﬁnlg!uke "ya QE It(llu":“.fﬂ{lﬂag[izd a”gatﬂ = daklljﬂm trugarez

rahmet -3 "igoh dhanyavadagalu o Shikiya == P

MR 1| [11[H

20 18-11-2020

~DMVO



