
1

The JACIE 
Accreditation

Process

JACIE Office,

Barcelona, Spain
1



2



Contents

• Phases

• Preparation by the centre

• Application

• Inspection Checklist

• Pre-inspection documentation

• Inspection

3



Phases

4



Process

Decision to work according to the 
Standards 5



Process

Preparations, working with quality

Decision to work according to the 
Standards 6



Process

Preparations, working with quality

Request inspection

Decision to work according to the 
Standards 7



Process

Preparations, working with quality

Request inspection

Inspection

Decision to work according to the 
Standards 8



Process

Preparations, working with quality

Request inspection

Inspection

Corrections

Decision to work according to the 
Standards 9



Process

Decision to work according to the 
Standards

Preparations, working with quality

Request inspection

Inspection

Accreditation

Corrections

10



Inspection

Accreditation

Self-check

Preparation

Make changes

Decision

Keep going!

BEFORE

AFTER

Apply
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Preparation by the centre

• Create a Quality 
Management Group

• Write QM, SOPs Instructions

• Establish Indicators

• Perform Audits

• Document Training

Remember to provide 
evidence



Accreditation

Clinical

Collection

Processing



• Word Document

• JACIE Website/ 
Document Centre

Application Form
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Inspection Checklist
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Inspection Checklist

• Based on Traffic Light system

– Compliant

– Partially Compliant

– Non-compliant

– Not Applicable (N/A)
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Inspector’s
comments
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Accreditation Agreement

• Approval of application

• Quotation

• 2 Weeks to submit the
JACIE Accreditation
Agreement Signed
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Submit documentation
before inspection

• 30 days to submit
documentation

• Labels

• List of SOPs

• Donor / patient consent
information

• Evidence of audits
performed….

Documentation in the 
language of the Centre



Inspection Team

CLINICAL 
UNIT

APHERESIS 
UNIT

PROCESSING 
UNIT

PAEDIATRIC 
CLINICAL 

UNIT

APHERESIS 
UNIT QUALITY 

MANAGEMENT 



Inspection Team

• Language of the
centre

• Centre & Inspector shall inform
of potential conflicts of interest

• Language
facilitator can be
added to the team

• Centre is invited to look at the JACIE 
list of inspectors, public in JACIE 
website



Inspection Team

• 1 team leader

In addition, possible 
inclusion of:

–Observer e.g. JACIE 
National Representative, 
regulatory agency

–Trainee
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Team Leader

• Usually Clinician 

• Point of contact between 
Team, Centre and JACIE 
Office

• Arranges timetable with 
programme director
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Inspection: Preparation
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Applicant: Preparation
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Inspector: Preparation
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Travel & Hotel

• Inspectors make travel 
arrangements with JACIE 
Travel Agency
– No big payments in advance for 

the inspector - JACIE pays 
directly

– Per diem allowance €80
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Approval
Quotation

JACIE 
Agreement
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Time-Line

JACIE 
Agreement 

Signed Inspection
Pre-audit 

documentation 
Submission

~1/2 
weeks

2 
weeks

1 month

~6 
months

Application

Invitation Teleconference
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• Thank you for listening

• Any questions?
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