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Preparation by the
Centre
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Preparation by the centre

Training
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Accreditation

Clinical

Collection
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g
Application Form

e Word Document

* http://www.ebmt.org/jacie-
accreditation-pre-inspection-

process
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http://www.ebmt.org/jacie-accreditation-pre-inspection-process
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Inspection Checklist

B.01

Part B: Clinical

GEMERAL

ilnspectnr: All |
litems I
lcompliant? |
Mo

B.01.01

The Clinical Program shall
consist of an integrated medical
team that includes a Clinical
Program Director(s) housedin a
defined locationis).

Compliant

Mo evidence

B.01.01.01

The Clinical Program shall
demaonstrate common staff
training, protocols, procedures,
quality management systems,
clinical outcome analysis, and
regularinteraction among all
clinical sites.

Partially
compliant

B.01.02

The Clinical Program shall use
cell collection and processing
facilities that meet FACT-JACIE
Standards with respect to their
interactions with the Clinical
Program.

Mo evidence

B.01.03

The Clinical Program shall abide
by all applicable laws and
regulations.

Mo evidence

Compliant

Mo evidence

B.01.03.01

The Clinical Program shall be
licensed, registered, or
accredited as required by the
appropriate governmental
authorities for the activities

Compliant

Mo evidence

B.01.04

The Clinical Program shall have
a designated transplant team
that includes a Clinical Program
Directar, a Cuality Manager, and
a minimurm of one (1) additional
attending transplant physician.

The designated transplant team

O e _Part B Clinical #85:Fhs:80S5wikimidnss " B-CM-C 6 Donors

Compliant

Mo evidence

Part CM Bone Marrow
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Inspection Checklist

e Based on Traffic Light system

* Compliant

 Partially Compliant \

* Non-compliant \

* Not Applicable (N/A)
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Inspection Checklist
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a designated transplant team
thatincludes a Clinical Program
Director, a Giuality Manager, and

(O PR 4
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a minimum of =
Ing transplant physician.
The designated transplant team

Part CM Bone Marrow

'

N B Snapshot o~ Dasnboard Part B Clinical &= irpminnisi=:wiinminzme B-CM-C & Donaors
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Standard Applicant’'s Source of evidence.an

A55es55me explanatory text
B /1 b

GEMERAL S EE‘E:'—. .'T:?:-—;'L,.- /
e

l;ﬂn ew\ence

\

B.01 \

B.01.01 The Clinical Program shall
consist of an integrated megical
team that includes a Clinic
Frogram Director(s) housef in a
defined location(s).

B.01.01.01 |The Clinical Program shal FPartially
demonstrate common sta compliant
training, protocols, procedyres,
quality management systefmns,
clinical outcome analysis, gnd
regular interaction among 4l
clinical sites.

B.01.02 The Clinical Program shall §se
cell collection and processi
facilities that meet FACT-JAC \ /
Standards with respect to thei ‘\ ,'

interactions with the Clinical /
Proaram \ /

Compliant
]

Mo evidehce

\
\
\
\
\
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1
1
1
1
|
|
|
I
I
I
I
I
I
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Inspection Checklist ..

ASS

ors Ins
ents co

ors
nts

Ref. Standard Applicant's Source of evidence and Inspector's Inspector's Comments
ﬂasessmeE explanatory text Assessme (SUPPOIT YOUr aNSWers wil
ﬂ u u additional information)

B.01 GENERAL S e s e e

ARty

5.01.01 The Clinical Program shall Compliant Mo evidence
consist of an integrated medical
team that includes a Clinical
Pragram Directar(s) housedin a
defined location(s).

B.01.01.01  [The Clinical Program shall FPartially Mo evidence
demonstrate common staff compliant
fraining, protocols, procedures,
quality management systems,
clinical outcome analysis, and
regular interaction amaong all
clinical sites.

B.01.02 The Clinical Program shall use
cell collection and processing
facilities that meet FACT-JACIE
Standards with respect to their
interactions with the Clinical
Frogram.

Mo evidence
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Application Approval

* Quotation

* 2 Weeks to submit the JACIE Accreditation
Agreement Signed

JACIE )
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Pre-Inspection
Documentation
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Pre-Inspection Documentation

* 30 days to submit
documentation

e Labels

e List of SOPs

* Donor / patient consent
information

* Evidence of audits performed....

Documentation in the

language of the Centre




Inspection:

Inspection Team
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Inspection Team

QUALITY
MANAGEMENT

=

WY PAEDIATRIC
CLINICAL
UNIT

i
WY PROCESSING
UNIT

ADULT

CLINICAL

Joint Accreditation Committee

ISCT | EBMT
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9
Inspection Team

N / -~
”\\J » Language of the centre

- ‘ ‘ . * Language facilitator can be

“ - ‘ ‘ added to the team

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

* Centre & Inspector shall inform of potential conflicts of
Interest

JACIE €y .



Inspection Team

e 1 team leader

In addition, possible
inclusion of:

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

* Trainee

JACEE @3

'



i |
Team Leader

* Usually Clinician

 Point of contact between
Team, Centre and JACIE
Office

» Arranges timetable with
programme director

JACIE €y .



Inspection:

Preparation
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Applicant: Preparation




Inspector: Preparation

Part B: Clinical N:lspeclorAl\ 1
tems

o
Standard Applicant's  Source of evidenceand  Inspector's Inspector's Comments
assessmeqt explanatory text
-] 2 B addiional information)
. e
[The Ciinical Program shail evdence
consist of an ntegrated medical
fteam thatinciudes a Clinical
Program Director(s) housed in a
defined location(s).
5070101 | The Clinical Program shall Fartially
demonstrate common staff  |compliant
lwaining, protocols, procedures,
quality management systems,
clinical outcome analysis, and
reqular interaction among all
clnical sites
50102 | The Clinical Program shall use No evdence
call collection and processing
facilites that meet FACT-JACIE
tan dards with respectto their
interactions with the Clinical
rogram
B0703 | The Clinical Program shall abide [Compliant  [No evidence
by all applicadle laws and
ulations
BO10301 |The Clinical Program shallbe _|Compliant | No evidence
licensed, registered, or
accredited as required by the
appropriate govenmental
authorties for the activites
BOT04 | The Clinical Program shall have |Compliant [No evdence
a designated transplant team
fthatincludes a Ciinical Program
Director, a Quality Manager, and
a minimum of ane (1) additional

No evidence

attending transplant physician
[The gesianated transplant team
— iriliw _Part B Clinical &

1-C 6 Donors__Part CM Bone Marrow__ <.




Inspection:

Travel and Hotel
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Travel & Hotel

W

* Inspectors make travel arrangements with
JACIE Travel Agency

* No big payments in advance for the inspector
- JACIE pays directly

* Per diem allowance €80 / day

JACIE €y .



Timeline
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Timeline 2
Application  JACIE Pre-audit
., Agreement documentation 5
=l Signed Submission =SS

Quotation Approval -

JACIE /\/ /\/ Inspection

Agreement Invitation Teleconference
~1/2 2 1 month 3 weeks

weeks weeks

~6
JACIE .a months 37



Summary

* Multiphases process, Team Work
- Team Work

* Preparation by the centre,
2> Time
- Quality

* Preparation by the Inspection Team
- Coordination
—>Communication

JACIE®S



*Thank you for listening

*Any questions?



https://vimeo.com/16392519
https://vimeo.com/16392519

