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Part B: Clinical

Standard

The Clincel Program shel uz2 cel
collction 214 processng facliizs
that Teet FACT-JACE Standardz
v th respect 1o thei- inleractions
with tie Cinical Frogram.

Applicent's

assassm&ﬁ

Source of evidence ar
explenatory text

Mo evidznce

CHECKLIST

ilrspactcnr:ﬁ.lli
|ik=ms |
|comolisnt? |
N3 1

d Inzpector's

H Assess m\'—ﬁ

nspecior's Comments

(3O OrT YOur EnSwWers wr':h

aoditionel information)

Accreditation Committee comments Applicart's corrections & commenis

-1

The Clincel Program shel aode by
all zppicable bws and regulaions.

Mo evidance

The Clivcel Prooram skel bz
liz21=ed, regislered, or azoredtad
as requirzd by t12 approprize
govemmenel euthorites fo- the
actiities perfa-med.

No evidance

The Clincel Program shel have a
designazed trangpart team tha:
irclides a Cinizal Pragrar
[irector a Qualty Nanager and a
minrwT 2f ore (14 adciliona
aterding tra1splant 3ysican. The
designaced transpart team =hel
hawve seen n rece fa- at least
twelez (12] rorths precedng
irfia azcredtation.

Mo evidance

The Clincel Program shel eamply
wih tre Minimum Nutber of hew
Patientz for Accraditation f2blz in
Appendx

Inbcate tora! nember of
tranzalantz of sach type
perormed in laz 12 months

Indicate otz mumber of
tranzpiants of esch noe
remarmad i 'ast 12 moning

CLINICAL UKIT




SUMMARY REPORT

Inspection Summary Report

Inspaction Report and Recommendations 1o Applicant
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What is the best way to work on a report?

Whatever is the
language of the
inspection,

the report must be
written in English

0 — Evaluate
e — Rewrite




Report’s Content
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£ SUMMARY REPORT
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ES SUMMARY REPORT

HHHE

|Section A. General Information & Owverview

Programmafnstitution name:
City:

Country:

Type of inspection: | Initizl f Reaccreditation ! Keinspection [delefe 22 necessary]

Inspection date: | OD- Date of OOABRLYYYY | Date of Summany
DO RT R Y Y Imspaction Remart:
Report:

| Edition of standards used for inspeaction:

Accreditation goal {dalsts a5 appronnals):

Area Patiant Allogeaneic Autologows

Clinical Adult
Paediatric
HPC, Marrow Collection Adult
Paediatric
HPC, Apheresis Collection | Adult
Paadiatric
Processing -

Directors {compleie all saclions)
Climical Climical HECEIM) HEGCIA) Cell Procassing
{Adults) (Paadiatrics) Collection Collection

Director
Medical

o Information on the Programme

Include other information about Directors If necessary:




ES SUMMARY REPORT

Inspectors:

Team Leader:

Clinical Facility(s):

HPC, Marow Collection Facility
HPC, Apheresis Collection Facility:

- . e Information on the
rocessing Facility:
Quality Manager: inspection team

Obzervar(s) and their crganisation

Services provided to other facilities not inspected during this audit:

[Compiets this where the inspector is aware of any other relafionzhips with facilifies not part of this spplicafion e.g.
registries, other hospitals.

if mare, mank 55 WA

Observations on the Interaction between clinical, collection and processing facilitias:
[Reflect on whal ewidence you zaw of interaction and communication between the different faciities]

Distance batweaen facilities |if possible, please describe the distance, duration and miode &.9. 5xm, 10 mins, by car}
Collectien Facility(s) to Clinical Unit(s)
Collection Facility(s) to Processing Facility
Processing Facility(s) to Clinical Unit(s)

Additional remarke:

Other information on the




J 45 SUMMARY REPORT

Section B, Team Leader On-site Inspection Summary

Team Leader On-site Inspection Summary.

[Use this section to describe the inspection. Describe the atmosphere, any incidents that came up, and the overall
impression of the programme. This last paint is sometimes called the “helicopter view” and means fo consider all

aspects together and not just as individual elements. The FACT-JACIE standards emphasize the total programme and
the interactions in place between the different services.

Each individual inspector should describe the facility(s) he/she has visited in their respective section of this report

Again, specific elements or deficiencies should be defailed in the Inspection Checklist]

Team leader overview




SUMMARY REPORT

Cellular Therapy Product Administration & Clinical Facilities

Persons interviewed during the Inspection Na S & Roles Of

Name

Positionirole

Programme Diractor

Tragsplant physician/Consultant/Spsacialist people you
Physician in training . .

Quality manager interviewed
Senior Nurse

Nurses in training (or newest nurse in the unit)

Other BMT unit nurses

Pharmacist

linsert or delete positions as necessary]

Numbers of transplants for 12 months up to inspection date

Adults

Paediatrics

Brief description of facility(s) inspected:

Allogeneic Autologous

[Limit the description to the unit e.g. how long it has been established, populatio gs with other
organisations, efc. but not specific deficisncies or observations. These should be Kicon Checklist]

Main Strengths & Areas for Improvement

Strengths

o [This section shouid be for general Wgestic
should be detailed in the Inspection’Checklist]

Areas for improvement

[This section should be for general suggestions. Spey
should be datailad in the Inspection Chacklisi]




Eq SUMMARY REPORT

CMT, CT & D7 Labels (Cell Collection & Cell Processing)

Inspector who performed check Area
HPCi{M)
HPC(A)
Processing




LEEEET R

CHECKLIST

D03

Standard

| PERSONNEL

: Applicant's
Self-
assessment

Applicant's
Comments
{3Upport your
BNSWErS With

additional |

information) -

Inspector's
Assessment

Inspector's
Comments
{(=Upport your
ENSWETS With
soditions!

| information.—

Accreditation
Commiitee
camments

Applicant's
corrections &
comments

0304

PROCESSING FACILITY DIRECTOR

003.01.01

There ghall be a Processing Faciity Director who is an individual with a
medical degree or doctoral degree in a relevant science, qualified by
training or experience for the scope of activities carried out in the
Processing Faciity. The Processing Facility Director may also serve as
the Processing Facilty Medical Director if socrocriatelv credentialed

LABTHIO-30P-08

PROC PRCTRA
06.07.85

003.01.02

The Processing Faciity Director shall be responsible for all procedures,
administrative operations, and the Qualty Management Program of the

Processing Facilty, including compliance with these Standards and other |

apolicable lgws and regulations

| LABTMO-50P-08

"[PROC PRCTRA

06.07.85

003.01.03

1 »

The Processing Facility Director shall participate regularly in educational

momdnctbimm o lmdod b dhm Fold mF mm o e e e e el

drmmme o mdadine

[ LABTMO-S0P-08

Part B Clinical Part B MED-A audit forms || B-CM-C& Donors [BEELS«YRYEO]]

Part C Apheresis

|PROC PRCTRA

noe nr oc

Part D Processing

All Labels Caon




[z CHECKLIST

e

Inspector's inspector's

A.umamnnh YOur ans
I
i R L

R A R N e

~  Non-compliant
Mot applicable Mot applicable

Non-compliant

KT B

e il ;"_’1" e et
BT EEANHTE ..-..sfy"'

FPartially
compliant

Compliant
Partially compliant
Non-compliant
Mot applicabla

Compliant

-+ Partially compliant
rlan-compliang
Not applicable




CHECKLIST

Applicani's Source of evidence inspector's inspector's Commenis (supporf

Ref. Standard
. assessmant and explanatory Assassment your gnswars with additional
] @ ™™g "B B o)

B.0404.02.03 |Inifial traiming and refraining when i Mo evidenice Partially Laick for description of descripton of
|appropriate for all procedures compliamt activities regarding initial training
| perfonmed. because they do not preview actually
any new person in fhe staff

Clarify any answers
using the Comments column




=H CHECKLIST

Standrd  Cal  Appllcants  Sourceofevidenceand  Inspactor's  Inspector's Comments (supporf Accreditation Com
| assessmant axpianatory faxt Assessment o, your answirs with adalfiona
i HN v | B itomton
Labelal  (Unigue umencor  |AF

complefion of {alphanumeric identrier
collection 1
| Labelat |Proper name of product (AP No evidence
complefion of
_ledn |
LR OO | PutChotenss | QH-PanC PanDProcesing | Q-PanD) abl-Cale

N evidence

Remember to complete the
labels section

1 Label-Procesing | Shipoing & Trnsport
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-Part B: Clinical

CHECKLIST

Inspector: All
items

compliant?

Standard

=
GENERAL

The Clinical Program shall consist
of an integrated medical team that
includes a Clinical Program
Director(s) housed in a defined
location(s).

Applicant's

assessment

BiaskoEr

Source of evidence and
explanatory text

Cormplete all as compiant
Flease nole that by
= selecting "Yes" you aw

I
sort
ditic
7

confirming that all items
:;, ARdd on this chacklist were
found by vou to be

No evidence

comaliant with the
Standards.

B.01.01.01

The Clinical Program shall
demonstrate common staff
training, protocols, procedures,
guality management systams,
clinical outcome analysis, and
regular interaction among all
clinical sites.

No evidence

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

No evidence

' B.01.03

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

No evidence

B.01.03.01

The Clinical Program shall be

No evidence




CHECKLIST

'B.01.01 The Clinical Program shall consist No evidence
of an integrated medical team that
includes a Clinical Program Compliant
Director(s) housed in a defined
location(s).

'B.01.01.01 The Clinical Program shall No evidence
demonstrate common staff
training, protocols, procedures,
guality management systems, Compliant
clinical outcome analysis, and
regular interaction among all

: clinical sites.
B.01.02 The Clinical Program shall use cell No evidence

collection and processing facilities
that meet FACT-JACIE Standards Compliant
with respect to their interactions
with the Clinical Program.

B.01.03



&H CHECKLIST

£ [PartBClnical ) QM-Pand BTELTOD PVSCTTRY Part CM Bone Marrow _,-l- m-hﬂm: B-CM-C 6 Donors ) Part C Apheresis J QM-PanCd

. Cover  Part B Clinical I}]

« Snapshot « QM -PartB : "
- Part B Med-A audit forms

* Instructions  Part CM Bone Marrow @

. Das.hl?(.)ard « QM - Part CM

: 'I;)efmlt(ljo_nsl - I - Part C Apheresis 3

» Appendix I-Min transplants QM - Part C

« Appendix II-CT Labeling

« Appendix lll-Labels for * Part D Processing

shipping « QM -PartD
. A_ppe_ndix IV-Docs at « Labels-Collection
distribution « Labels - Processing

« Shipping & Transport

g .i|' QMPmD' (abe-Colction .l- LabeleeProcessing :', Saping Trnspr ..-' Anpen -Mintranspans | Anpencl -CT abellng " Appen 1-Lablsfor ship Apenc Ve 2 it L itns




Report pathway

Inspection
Team

Report
Assessors

JACIE
Accreditation
Committee



Thank you for your attention
Questions or comments welcome



