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Inspection Reports



if it wasn’t documented
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CHECKLIST




SUMMARY REPORT




What is the best way to work on a

report?

0 — Plan

Q — Organize the material
e — Write

o — Evaluate

e — Rewrite

Whatever is the
language of the
inspection,

the report must be
written in English
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SUMMARY REPORT

Contents

aection A, General Information & QVEIVIEW ... J

section B. Team Leader On-site NSDECHON SUMMAY ... 4

SBCHION G ODSBIVAIONS ...t )
Cellular Therapy Product Administration & Clinical FaCIIes ... )
HPC, MATOW COUBCHION ..o b
APC, Apheresis ColBTlOn. ... [
Cellular Therapy Proguct ProCBSSING. ... b
CM7, C7 & DT Labels (Cell Collection & Cell Processing)..........oooo ;

section D: Accreditation COMMIEE SUMMATY ... ll



SUMMARY REPORT template

Information on the Programme



Information on the inspection team

Other information on the Centre



Team leader overview




Names & Roles of people you interviewed




CM7, C7 & DT Labels (Cell Collection & Cell Processing)

Inspector who performed check Area

HPCM)

AECA)

Processing




CHECKLIST
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Self- Comments Aszzessment | Comments
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Standard

Applicant's Applicant's
Self- Comment=s
assessment (support your
EREWENE Witlh

Intial gqualificgtions.

Origntatien.

Initial training.

Competency for each critical function performed.

Inspector's

Assessment

Inspector's
Comments
(=upport yoor
SNSWERS With
additional
informatio

Accreditation
Committee
comments

-]

Thay lack for
description of
activitics
regarding initial
training
because they
do not preview
actually any
new persen in
the =taff

Clarify any answers
using the Comments column
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Processing & Collection inspector:
Don’t forget to check togheter and
complete labels checklist
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Checklist - 6th EDITION
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Checkllst - 6‘ih EDITION
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» Basic application
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« Changes
New tabs

Updated tabs

helling | Appendia I-Libel for ship. J Appendix IV-Docs at distrib

Part D Processing

J Changes l




Checklist - Pilot Test Inspections



Report pathway

Inspection Report

Team ASSessors

A o

JACIE
Center Accreditation
Committee




In 2014: Accreditation Committee changed compliance
in 31% reports reviewed (16/51 reports)
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