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within Framework of VISTART project (2015-2019): 

WP 9: A Voluntary Programme of Inter MS Inspection System Auditing

 has been developed with the aim of validating the quality and inspection systems in place at 

CA/Inspectorates, 

 while also providing an opportunity for sharing of experience

 thus increasing mutual confidence (thus facilitating blood, tissues and cell distribution 

between MS)

 and guarantee citizens who travel across MS an equivalent level of regulation of these 

services;

Inter-Member State audit
History
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CESIP (Common European SoHO inspection Programme)

was developed based on established audit programmes in the field of pharmaceutical 

inspection, including:

• the EU Joint Audit Programme (JAP), 

• Pharmaceutical Inspectorate Co‐operation Scheme (PIC/S)

• Benchmarking of European Medicines Agencies (BEMA) systems.

Training opportunity in Sept. 2018 for inspectors to act as CESIP Auditors!

Inter-Member State audit
History
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Deliverables: 

CESIP Manual with

 Annex 1: CESIP Application and Pre‐Audit Preparation;

 Annex 2: CESIP Audit Procedure;

 Annex 3: CESIP Audit Plan;

 Annex 4: CESIP Audit Checklist;

 Annex 5: CESIP Audit Indicator Interpretation Guide;

 Annex 6: CESIP Observed Inspection Procedure;

 Annex 7: CESIP Observed Inspection Checklist;

 Annex 8: CESIP Audit Report and Cover Letter

Inter-Member State audit
History
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The Commission Expert Sub-Group on Inspections in the Blood and Tissues & Cells 

Sectors (IES) is an

• active sub-group of the Competent Authorities on Substances of Human Origin (CASoHO) 

Expert Group

• established in late 2018 

• 45 nominated representatives from 28 competent authorities

 The primary objectives 

• to provide technical expertise and formulate advice 

• comment to the Commission’s services, and represent a forum for the exchange of 

information and

• experiences between the different Member States on technical and procedural matters 

related to their national inspection programmes in the blood and tissues and cells sectors. 

Inter-Member State audit
History
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 The overall aim is to

• encourage further mutual recognition of inspections in the blood, tissues and cells sectors 

across the EU Member States and

• provide a platform for EU-level collaboration on such activities.

Source: https://ec.europa.eu/health/sites/health/files/blood_tissues_organs/docs/ies_en.pdf

 Organization – different Work Clusters

Inter-Member State audit
History
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Formal application (october 2020)

Inter-Member State audit
Audit preparation
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Formal announcement of a SoHO fact finding mission (November 2020)

Via European Commission

Directorate – General for Health and Food Safety 

Directorate F – Health and food audits and analysis 

Unit F5 Health Protection

• Letter to CEO

• Fact finding mission plan

Inter-Member State audit
Audit preparation
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Self-evaluation

regarding the

CESIP indicators

(incl. supporting

documents)

Inter-Member State audit
Audit preparation
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Inter-Member State audit
Audit preparation

4.A

Inspection

Procedures

4.A.1

A system for the scheduling of 

inspections is defined, 

documented and 

implemented;

System in place SVA_I20 Planung und Zuteilung 

von GMDP-/BSG/AMG,GSG-

Inspektionen (Planning and 

allocation of GMP/GDP, blood 

and tissue inspections)

SVA_I19 Risikoklassifizierung 

von Betrieben und deren 

Konsequenz (risk based 

inspection plannning)

4.A.2

A system for the planning and 

preparation of inspections is 

defined, documented and 

implemented;

System in place SVA_I20 Planung und Zuteilung

von GMDP-/BSG/AMG,GSG-

Inspektionen (Planning and 

allocation of GMP/GDP, blood 

and tissue inspections)

SVA_V39 Inspektionen und QRBE 

durchführen (performing 

inspections and Quality Risk 

Based Evaluations chapter 2+3)
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Draft agenda

Inter-Member State audit
Audit preparation
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Inter-Member State audit
Audit
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Inter-Member State audit
Audit
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Inter-Member State audit
Audit

Opening meeting 

Collecting Information/Evaluating and Verifying Information

Component 1: Legislative and Regulatory Requirements

mandate to perform activities relating to inspection, including the organisation

of inspections and the designation and empowerment of inspectors

Component 2: Governance and Organisation

organisation and structure of BASG/AGES MEA, workflow organisation, staff 

roles and job descriptions, planning and implementation of internal 

communication
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Inter-Member State audit
Audit

Component 3: Quality Management System

QMS, Risk management, KPIs, document control and access rights, management

review, internal audits

Component 4: Inspection System

Planning and scheduling of inspections: timeline, method, deciding the 

inspection team composition, frequency of inspections, 

Closing meeting

Main findings and conclusions were presented
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Inter-Member State audit
Audit report, Audit completion

Draft report (january 2021)

Excerpt of the CESIP Manual:

 The Auditee sends its response indicating whether they acknowledge and 

accept the observations and conclusions of the CESIP audit.

 Comments regarding the factual accuracy of the report may also be 

submitted by the Auditee if required with their response.

 If required, the team leader can include the Auditee comments to into an 

amended audit report, which is sent to the Auditee.



19

Inter-Member State audit
Audit report, Audit completion
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Inter-Member State audit
Audit report, Audit completion

Audit completion with letter to

CEO including final report

(february 2021)
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Inter-Member State audit
CAPAs, lessons learnt, feedback

CAPA

Observations (Obs.) and Observations for potential improvements (OFI) were 

included in the quality management system (tracking via the in-house Quality 

management notifications tool), if applicable.
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Inter-Member State audit
CAPAs, lessons learnt, feedback

Organisation

 Good structure and clear comunication in the preparation process

 Practical to have some information about the NCA already in English 

(Organizational chart, basic information, etc.)

Work load

Time consuming (support by our QM-team)

 Self evaluation

 Compiling documents

 Translating documents (recommendation: www.deepl.com)

http://www.deepl.com/
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Inter-Member State audit
CAPAs, lessons learnt, feedback

Remote Audit

Worked very well:

 clear structure

 Clear ways of communication

Thanks to the very good preparation by the audit team and good discipline

during the meeting!

A remote audit, however,  might be more difficult if a NCA is working mainly

paper-based.
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Inter-Member State audit
CAPAs, lessons learnt, feedback

Experience

 Very valuable tool for benchmarking

 Good chance for improvement  look from the outside (not operationally

blind)

 Promoting transparency to the public stakeholders

 Harmonizing on EU-Level
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