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1. The ‘Go live’ phase

2. Alerts and alert processes

3. Status of today
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The ‘Go live’ phase
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▪ ‘Go live’ and good cooperation across organisations

and functions

▪ Retrospectively data upload

▪ Revision and establishment of relevant procedures

▪ Staff training

▪ VERIFY scan before release

▪ Prompt alert handling

▪ Ongoing system- and process optimization



MAH End user

Alerts Novartis & Sandoz Nordic
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> 20.000 alerts since Jan. 2020 

MAH
#A2

MAH
#A3

MAH
#52

End user
#A2 #A3

End user
#52

End user
#A7 #A24 #68

Identified 0 falsifications



Alerts
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o Primarily triggered by VERIFY scan before release 

→ Missing data or error in data distribution to EMVS

→ Correction before release to market

o Data is partly uploaded to EMVS

→ CAPA - Procedure optimization

o Scanner errors 

o Configuration errors

o Incorrect manuel data entries

o Double scans

Few inquiries from end 

users

MAH
#A2

MAH
#A3

MAH
#52

End user
#A2 #A3

End user
#52

End user
#A7 #A24 #68



Alert handling

Public6

- Automated handling of OBP alert reports 

- ‘Over night’ data analysis & notifications to the 

resolver

- Audit trail documentation

▪ Process (OBP)

- Automated data analysis 

- Automated notification system to resolver

- Automated feedback, documentation & audit trails

- Automated reminders & escalation (internal)

▪ Automated data analysis (OBP)

- Report analysis of the full data-set from the alert 

report against internal data in ATTP 

▪ Local alert handling (MAH)

- Evaluation of given information in the alert report

- Investigation of batch data and serial number

- Cooperation with relevant stakeholders incl. 

NMVO and end user

- Root cause & conclusion

- Feedback to the internal alert system

▪ Central serialization team (OBP)

▪ Central alert team and system (OBP)

▪ Local alert handling (MAH)



Status of today
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▪ Anchoring of FMD internally and externally

▪ Optimized and well-established systems and 

procedures

▪ EMVS is more stabile

▪ Substantial reduction of MAH alerts

▪ Still few inquiries from end users

▪ False alerts are high on the agenda

Sandoz, March, 2021 
Alerts from DMVS 

MAH
#A2

End user
#A3 #52 #A7 #A24 #68

MAH #A2 distribution errors have been 

corrected before QA market release
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