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Before
submitting an
application
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Keep
improving

Learn from 
inspection 
findings

Prepare and go through 
the JACIE inspection

Have a Quality Management / Risk 
Assessment approach

Start working under the current edition of
the FACT-JACIE Standards



INDICATORS DOCUMENTATION TRAINING

STANDARDIZATION AUDITSQM TEAM

Before applying



Accreditation scope

CLINICAL  

APHERESIS PROCESSING

APHERESIS  

PROCESSING



The application
process
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Documents needed

First-time 
Applicants 

Only!

ChecklistApplication form

Scope

Structure

Size

Team 
organization



The Checklist





Quotation

Agreement signed

Invoice

Pre-audit documentation

Next steps



The required pre-
inspection
documentation
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• SOPs

• Staff training and qualifications

• Licences and authorizations.

• QM Manual.

• QMS evidence.

• Transplant activity.

• Consent forms.

• Sample labels.

• Plans or maps.

• Third party agreements.

Pre-inspection

documents
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WHEN?

WHO?

HOW?

WHAT?



The actual 
inspection
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LANGUAGE 
AND 

AVAILABILITY

NO CONFLICT 
OF INTEREST

TEAM 
LEADER

The inspectors



Inspection team

CLINICAL

ADULTS

COLLECTION

PROCESSING

QUALITY 

MANAGEMENT

OBSERVER

FACILITATOR

CLINICAL

PAED
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The applicant

• Logistics

• Staff

• Private meeting rooms

• Possible process demo

• Documentation available 

The inspectors

• Teleconference

• Interviews

• Prepare documentation

• Timetable

• Start working on the checklist

Inspection duties



• Travel agency preferred

• Arrival time 

• Perdiem 80 euros per day (3 days)

• Inspector availability

Logistics



Timeline

4-6 months 3-4 months 4-8 months

Accreditation

12-18 months



• Amount of applications received

• Inspector availability

• Timely replies of inspectors

• Report turnaround and quality of reports

• Timely replies and corrections from the centre

Time variables



Accreditation fees

Fee per area

1 area

2 areas

3 areas

Supplementary
fee

Additional
clinical site

Additional
Collection site

Additional
Processing 

site

Administration
of IEC

• EBMT Members 50%

• 1 active inspection 15%

• > 1 active inspector 20%

Discount



• Before applying

• Timeline and stages

• Roles and responsibilities before and during inspection

Summary


