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System generates message

Incident of falsification is confirmed 
or ruled out

Defined Level 5 System 
Messages at VDL

Information provided to 
BASG by VDL

System information
 provided to AMVS, 

OBP

Notification of BASG and 
AMVS

System message generated 
automatically

Reference to AMVO 
guidance

Unique Alert ID for 
identification

Suspicion of potential incident of 
falsification

Guidance for dealing 
with technical issues

Pack to be handled as 
specified by BASG/

police/PRO

BASG

Pursuant to Delegated 
Regulation: Immediately 

document and report to BASG, 
making reference to the Unique 

Alert ID (by e-mail clearly 
identifying VDL)
(see also AMG)

VDL

Potential falsification of 
medicinal products is further 
investigated by RPC/MAH in 

coordination with BASG/
police/PRO

OBP
RPC/MAH/AMVS/VDL

If applicable, inspection of 
Audit Trail by AMVS 

Supporting coordination by 
AMVS

Ruling out process faults 
3 working days

RPC/MAH

Ruling out process faults

Potential incident of falsification 
can be ruled out

No incident of 
falsificationYes

Information provided to 
BASG and AMVS

Pack becomes 
a case for 
complaint

Confirmation ‘No incident of 
falsification’ to BASG and 
AMVS, with reference to 

Unique Alert ID

No

Confirmed incident of falsification
Notification of BASG, 
EMA, EC

RPC/MAH

RPC/MAH collaborating with 
BASG/police/PRO

Information provided to 
VDL

Immediate documentation and 
immediate report to BASG, 

making reference to the Unique 
Alert ID

AMVS 1 working day

Information provided to VDL 
Pack to be complained 

about
or released for supply 

or to be sampled by BASG

Pack shall not be 
supplied

Unique Alert ID displayed to 
VDL at display unit and/or by 

e-mail

OBP notifies RPC/MAH 
Examination by OBP 

collaborating with VPU/
MAH/AMVS/VDL

AMVS

Information provided to 
BASG and AMVS

RPC/MAH

BASG: No restriction of processes under the AMG.
Has access to the Audit Trail at any time, may at any time decide to initiate separate investigations and call in the police and the prosecutor’s office.

Pack shall not be 
supplied

Immediate notification

AMG Austrian Medicinal Products Act (Arzneimittelgesetz)
AMVO Austrian Medicines Verification Organisation
AMVS Austrian Medicines Verification System GmbH
BASG Federal Office for Safety in Health Care (Bundesamt für Sicherheit im Gesundheitswesen)
EMVO European Medicines Verification Organisation
MAH Marketing Authorisation Holder
OBP Onboarding Partner EMVO
PRO Prosecutor's office (Staatsanwaltschaft)
VDL Verifying or Dispensing Location
RPC Responsible pharmaceutical company (Verantwortliches Pharmazeutisches Unternehmen)

Information provided to VDL BASG
Information provided to VDL 
and specification how to deal 

with the pack.

If incident of falsification is 
ruled out, see II 'No incident of 

falsification'
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Guidance - Potential / Confirmed Incident of Falsification

Appendix
Version  AMVS) AMVO, BASG, between (coordinated 20190125 – 1.0 

 Falsification of Incident Confirmed / Potential - Guidance to ./1 
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