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Mobile Apps
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»-UK-App Launched in July by the - - [ SE S — P e i ¥
Minister: for Life Sciences | #YellowCard '
o H : 5 TYSABRI
i+ Uptake is free to users . [— o - > e
* Dutch and Croatian apps in ‘ e ey
development | sl 2 =
g 5 108,
ie. - Downloads: g H :
-i08: 1030 ‘ : : . ,,_,,I O
- Android: 406 (as of 1% October 2015) ‘
* Reports: ; g g
-:39 Received (as of 16™ October 2015) : 3 3 [ N ]

B Data flow: Dissemination r

* Aggregate and granular
data are disseminated and
visualized in an
interactive, web-based
dashboard.
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= ~ PSMF and third party inspections
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Transfer of responsibilities - Inspection

Scenario 1- all responsibilities in one company

MAH EU QPPV PSMF
Responsibilities
- Job description/training
0«\0‘\ - Procedures/SOPs
o<
\‘\6

Internal audits (schedule, open
CAPA)

Other documents (PSUR,; RMP

involvement of QPPV)

Paul-Ehvlich-Institut

14

InSpection Services 1or Biological Medicinal Products,

©

Transfer of responsibilities

§ #7043 4 2 #.2 (4o:PSUR) % &t
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B 12‘.]'1
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Transfer of responsibilities — Inspection findings

Scenario 2- MAH has external QPPV

MAH EU QPPV

e.g. freelancer

PSMF

Findings (examples)
EU QPPV not trained in all relevant SOPs

EU QPPV not involved in CAPA pracess (e.g. after inspections

Nointernal process audits for. EU QPPV function scheduled

Paul-Ehrlich-Institut

“6 Inspection Services Kx Biological MediGinal Products,

e |

)

Paul-Ehdich-lnstitut

7
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GVP Module Il - Pharmacovigilance system master file

The QPPV should be in a position to ensure and to
verify that the information contained in the PSMF

is an accurate and up to date reflection of the

pharmacovigilance system under his/her
responsibility

=
- Inspection
Scenario 2- MAH has external QPPV
MAH EU QPPV PSMF
e.g. freelancer
Responsibilities
Contract, Qualification/Training
\0‘\ - Audit schedule
N
o
\‘\9
15 Inspection Serices for Biological Medicinal Products,
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W% 6PSMF 2 QPPV % 3
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Paul-Ehrlich-Institut
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B Y Pharmacovigilance system master file(PSMF): ;’%‘
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guideline ~ licensing procedures) % & Ap M & % » T 8- H HFZ hHh3tH
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The applicant has fo

GUIDANCE

Provide data to demonstrate the:

 Notice to Applicants - s,
2 QUALITY (i.e. fitfor purpose),

+ ICH Guidelines*
> SAFETY, and ‘ Industry "

+ CHMP Guidelines
+ EFFICACY

+ European Pharmacopoeia
of their product

e e S5 A NS
e need to be convinced of a positive benefit to risk ratio.

overnment jo

Licensing Procedures

+ NEW ACTIVE SUBSTANCES(S)
. KNOWN ACTIVE SUBSTANCE(S) (Abridged)
NATIONAL APPLICATIONS
Product licensed in one Member State only
EUROPEAN APPLICATIONS
+ CENTRALISED

- Mandatory for high tech. Biotech.

products, vaccines, anti-diabetics, anti
cancer drugs

+ MUTUAL RECOGNITION - Incoming (CMS) and Outgoing (RMS}

DECENTRALISED - Reference Member State (RMS) or
Concerned Member State (CMS)

13
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