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Current regulatory framework of the oversight activities in the SoHO fields

Inspection

Common 
(minimum) 
quality and 

safety 
standards 

Vigilance 
and 

traceability 
schemes

Reporting 
and record-

keeping 
requirements

Oversight 
by

national 
Competent 
Authorities

Main pillars 

Authorisation
Application by 

establishments / professionals 



VISTART JA 

(2015 – 2019)

GAPP-1 JA 

(2018- 2021)

Euro-GPTII Blood

part of the GAPP 
(2021)

EU Joint actions & projects aiming to harmonise the SoHO fields 
in regard of the Oversight Activities

Vigiliance and Inspection for the 
Safety of Transfusion, Assisted 

Reproduction and Transplantation

Good Practices for demonstrating 
safety and quality through 

recipient follow-up



Progetti precedenti

“This presentation is part of the joint action ‘676969 / VISTART’ which has received funding from the European Union’s Health Programme (2014-2020). The content of this presentation represents the views of the author only and is his/her sole responsibility; it cannot be considered to reflect the views of the European 

Commission and/or the Consumers, Health, Agriculture and Food Executive Agency or any other body of the European Union. The European Commission and the Agency do not accept any responsibility for any use that may be made of the information it contains.”

General objectives

 To promote harmonization of the 
approach/methodology for 
inspection/authorization/vigilance in the 
different SoHO fields.

 To improve the cooperation and mutual 
trust among MS regarding the inspection 
and vigilance programmes.
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INSPECTION SYSTEM IN PLACE

SWOT ANALYSIS

INSPECTORATE QMS
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SWOT ANALYSIS

INSPECTOR QUALIFICATION INSPECTION METHODOLOGY



Technical Workpackages

“This presentation is part of the joint action ‘676969 / VISTART’ which has received funding from the European Union’s Health Programme (2014-2020). The content of this presentation represents the views of the author only and is his/her sole responsibility; it cannot be considered to reflect the views of the European 

Commission and/or the Consumers, Health, Agriculture and Food Executive Agency or any other body of the European Union. The European Commission and the Agency do not accept any responsibility for any use that may be made of the information it contains.”

D6.2

WP 4
Vigilance reporting for 
blood, tissues and cells 

Portogallo

WP 6
Inspection Guidelines for 

the Competent 
Authorities on Blood, 

Tissues and Cells 

WP 7
Training of blood, tissues 
and cells inspectors with 

sharing of expertise 
across Member States 

WP 8
Establishment of a 
framework for joint 

inspections 

WP 9
A Voluntary Programme of 
Inter-MS Inspection System 

Auditing 

WP 10
Implementation of the Single 
European Coding system in 

tissue establishments 

WP 5
International Collaboration for 
Vigilance Communication and 

Preparation Process 
Development 

Italia (CNT) Francia Italia (CNS)

Croazia Irlanda Italia (CNT)

OBJECTIVE:

 To provide Inspection Guidelines for the EU CAs responsible
for the inspection and authorization of Blood and Tissue
establishments.
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GOVERNANCE OF THE INSPECTORATE

Administrative
structure

Independence 
and 

impartiality

Transparency

Personnel and 
organization

QMS

 Planning and performing inspections
 Inspector recruitment and training
 Management of non-routine 

inspections (control measures)
 Management of illegal activities
 Authorization of BTC establishments
 Revoke/suspend authorizations

Public information 

Adequate human resources 
in terms of number and 
qualification



QUALITY MANAGEMENT SYSTEM (QMS)



QUALITY MANAGEMENT SYSTEM (QMS)



QUALITY MANAGEMENT SYSTEM (QMS)



PREPARATION PROCESS AUTHORIZATION



Blood Directive 2002/98/EC, Article 3 defines an inspection as:



Risk rating 

Intrinsec 
risk

Non 
compliance 
related risk

Risk 
rating

Frequency of 
next 

inspection



Pre-inspection document review Gathering evidence during an inspection



INSPECTION GUIDELINE TOOLS



https://ec.europa.eu/research/participants/documents/downloadPublic?documentIds=080166e5b1d517f8&appId=PPGMS
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