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21 calendar days to 9th. of February 2019 
Equaling 16 working days incl. today



What would you like to discuss?
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Agenda

 Status in DK in comparison to other EU countries

 The alert handling process by LMST & DMVO

 Audits & inspections by LMST

 Status onboarding by DMVO
□ MAH’s

□ End Users

 Quality of uploaded data to the European Hub by DMVO

 DDIS  - Downtime & Disruption Information System by DMVO

 Largest challenges by DMVO

 Questions

 Thank you
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Current status in DK

 2 wholesalers 

 2 IT providers of Pharmacy Systems, Cito& NNIT

 1 hospital Pharmacy System  -
□ ApoVision

□ Stand alone solution

 1 private hospital – Stand alone solution 

 “Statens Serum” Institute – Stand alone solution

 Min. 7 3PL’s – third part suppliers / ‘wholesalers’ – stand alone 
solutions, 4 are operational

 234 primary pharmacies, 72 are operational
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End User Readiness
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Austria, Slovenia, Croatia

Estonia



NMVS Readiness
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MAH Onboarding
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STATUS ON-BOARDING
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Number of packages in DMVS PRD
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Batches and number of MAH’s in DMVS PRD
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Inquiries to info@
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Top priority areas in focus until 9th. of February 2019

1. Serialization 

2. Communication

3. Data Quality – hereunder deficiency of indication of Designated 
Wholesaler

4. SPOC /Help Desk for stakeholders

5. Lack of goods – stock runs put

6. The cheapest product ‘fails’

7. Response times

8. How do we handle products we cannot scan?

23-01-201913

T
o 

be
 d

is
cu

ss
ed

 in
 w

or
ks

ho
ps

 



Alert handling – Instructions by NCA: The Danish 
Medicines Agency
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Sikkerhedselementer – Håndtering af alarm

Christina Palvad

18. JANUAR 2019

Safety features – Alert handling



Audits and inspections
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Onboarding status for MAH`s

 Today 245 MAH`s have signed the contract with DMVO
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Invoicing

 The invoices for the ”One Off Registration Fee” have been sent out
□ Cf. the contract, the deadline is 31st. January 2019

□ ”Newcomers” are invoiced as they sign and have a payment deadline of + 30 
days

 The yearly fee invoices for MAH’s are sent the 30th of Jan. 2019
□ The fee is: EURO 8.500,00 pr. MAH

□ The fee includes the increase the EMVO has foreshadowed for the 
respective  NMVO’s.

 Pls. do send PO number for the yearly fee if it is to be applied to the 
invoice and if different from the one used for the One Off 
Registrastion Fee.
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Pharmacies status

Number of primary private pharmacies to be onboarded in total app. 235
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Upload of data from OBP’s

Data quality

 Upload of data
□ Retrospective upload, products released prior to the 8th of February at: 

23:59:59

□ Master data PMD vs. Product PPD

□ Designated Wholesaler / contracted wholesalers
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EMVO Downtime & Disruption Information System 

 2 types of downtime:

□ Planned – EMVO has to be 
informed a month in advance 

□ Not planned – has no impact 
on End Users due to back-
lock. 
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 EMVO DIS example: 



Announcement example for downtime
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System diagram
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Largest challenges

 Quality of uploaded data to the hub

 Lack of data – MAH readiness

 End user readiness

 Training and information to End Users

 Late roll out / limited experience with new processes & procedures –
Changes takes time
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Time for questions
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Last meeting before the 9th. of February 2019
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