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The guideline in English has been prepared for providing information abroad and handling
inquiries from foreign countries.

For more information, please contact The Secretariat of R&D Guideline for Medical Device.
[Secretariat] TEL/FAX : 029-861-7840 E-Mail : human-ws-ml@aist.go.jp



mailto:human-ws-ml@aist.go.jp
mailto:human-ws-ml@aist.go.jp

5. TR AEEDHREBELSRORE

BEERE. #ERBEOMNEENABRRMEELY ., HBBLEICKY. EE - BiEZE
FEIELIAEMMBARNTTHS, LHALEGLNL, BEERIZEVTIE, IRER. IRE
B, MEY—X (BENFEECH)., BEFE, EBLEN. EFRERMBLTELEOEFHIL
[CHA FSAVERETDLENSHY ., BEER—BROHA FSAVICMA, REEZOD
FROBREZMK LA FSAVERETILENH D, F/-. BECHRZAV-BAE
EEDGEIE. BERAREBICHIEMMAZULN, COEBICELTIE. EEFBELY
FREI8FETAIH (FR22F11A1IBLMHE) ICTE FHMERZAVIEBEKRMAEICET 516
g1 (LT, £ FHHRES) AETIATEY. EMEHBEOAEDT. COEEIC
HOTHRKMEZERT 5 ENTREICHE>TWLS,

MEEENMITEZEEHBENTERTSIILIEILA2ATARTHIN. BEMREZ &
URARIZCEBSEDOICENDHELOELELB/HICANSIIENDETHY . BERD
BEEICHLEHT D, EF. BREEXE BEEROEAL - EXLICET MRS &K
HREE (FR25E2A228) TR, THREEOERBENSOLEZRIE ICHTHREN
BEINTWS, - BEFBEE. BEAEROREMBRLHELICHIIEMEER]
ZHEBL. MREEOERBEINCOEXERICET HEFLEZREPTHS., 5L
KRE/HDE, CENBEERURZRETSILETO, HETOLRICETEHAFS
A VEFORELTHELLILBFFTRICEZDHDHETHS,

BEERUGOHEE T RETHI M - 8BS S URRESZOMECHMMOETE - M
IHENEHDOTO LR EZVELT D, BE. Cho0TO0ERE, FEETFEETS
b ThY., BEEREDERIE. EXEDEOICHLERLGEES A TLOBENRF
ENTWS, KFEEF. RIHUHEMEBRZICH AN TE MEBBEBEEMIEE(C DL
TOHERHAARFTAY (B)I ZREL-, BE. HAEENTICET ILELRETOTO
TRE 1 EDEECHEVRHECEIEZELEEZFORAAES/TLATLEION. Chb(F1
BTEHBLTVSO, BEMBEAEEAEE. BABREL TV EELTOER Y
N, BDEGERBICHELENRBNIEAZZOND, BEMICHETRELERER, V4
—JI1—ROFARICLY BEEERGOZEICHLILEHZ EEAMHOERDL LIC.
HBRLITRELREBOMS - EEZBRICHBET A LNAREEGNIE, BEERERD
HEPEFIERMESRATLEAZRICHADZAF -BHHE-OX FEXIBICHBTE S, F1=.
W - ZRERKAICEY., 2TIEEZWBEI LI BELECATLOMKITIZEOHARKEIR b
2ETEHN. BEERA VI — T —REHEBICHART I LICKY ., B—RBORKET
HOoTLEBEERNHFICSATRETHY . F—F2LIRXRMEEBTHIENTED.F1-.
BAEOEREHRA VI — Tz —XANERNOEEHICHARAENDLIZLIZTEY ., BERH
BEEREERFORRTEHAZY —FIBHILLAETH D,

RBENDEZH, BAEERAZROEEZEECERBF IO XICE L TIE, TC 198/WG 9

10



(Aseptic processing) T 2012 FIREDHRIEE (WD 18362) NEARMICFHE I DODDOH S
L0, RESIEREEIFELET. HLAEIFBELTIO0RY bEfEHAEHERC
NOEBPEETOLROERAEOREIL. BAOBEEREXOEERHIETOEAM
FHREL. EXBRENEBRILTEL-DITBREAETHDIEEALND,

EROBERMEEFITMA ., EEXFIU4FTHRL, EREFKFE02080035. BLUERHRSE
09120075 FEDBEHMBEICHEH S h, BICFER24FIA7EM T T, £ AR HR (EEH
0907525 . EFE35) . iPSHild (RAFE45. EESS) 4o LICESHE (AFE6S) 2R
ELEBHMAREEINDIZES> TWS, ChoDABIZENLDD, BEERDEXILLE
RELBLIAAFIAVERET DI EPHETH D,

SHIE. E MERESEOBEBHLEAICSTSFEELOREUERICETHHA FS4
VORENDBEIZESDTLDETHAS5, . BEDOARLSHFOHMBAROERICIER L.
FHEBRZELTBHEOEHEZEL.BRICKELZASA FSAVIZTODLWT. HEEXZED.
SHRMICREL. ERMLGEESHF LY DOWEITMEZEERL TV ILLEETHD LE
Zbhd,

11



SEEH

1 BEEEE NEEER £EYILFEER
TBAEEEOERL - EXELICETIMER] RKBEE (BE)
TR 25 2H 22 H
H/ MEEDEEEH
MSO/TC 198/ WG 9 ;EEIZ DLV T |
3. KBRZEDEEEH
MEENMIEBEDORTAA RS -SEDODEDAIZTDONT-]
4. EHERRAEEN
TBEERSHFOERZE/LLEA]

N

12



13



1. BEEFXE WEEER EMELFERR
TBAEEROERL - EXLICHTIMER] RKBEE (BE)
TR 2542 A8 22 H

14



News Release WHERE

FH2542A22H

BEEROERAL - EXEICET SHER)

DERMBBEZEETMYFLHFLE

BREEXLI. HAEIBAHZEHTIBEEROERL- EXLZRETD
LT M EXAHEERERNABFOREZRLH-ODFERUZIED
HYUFIZTODNWTHHZITS . TH24F78h 6 TBEEEROERIE - E
EEICETAMER) FRELTEEL

COU, REORBRFEELMUELHFELIZOT, EFRLET,

1. &

BAER, Fi-BREGERXDOFETIARBBLSNIEBDORFAER
[SRERCLDTHY. ERMITLEHFSNTOET  FRMICEEBLEERE &
BEICHSIERBFOARBICEY, HEREBEEOIIHFICLER T HAIREELHYE
ER

fth . BARICEFTEBEER~NOIRYMBA &, FREBICEVLTEMTL
AIZHBDEDOD, TOERALICEVTEHERFOBENBEZSNHKRIZHY
F7

TO=t. BAEROHHEZRFEA-REMFOREOERH L. MEMI©
mEEEENENICTIOOFENRBAHDEE. EDRRETIHNRILT S
BXRREBHIBHLLOTLET,

gl

2. BHELHIEREHE A

@. EfE-EFREZOT T, Effi- EREEICLTITOIhSBEERIL.
M- fEOIFERMNSINTI, RE. BEZTOLEX42EM - EREEBLAEEL
BRIFNIEEST | ESEE-OXMEOREELEH>TUVET . D=0, BEERIC
HEEGLHME - HBOMIERICOWT, B EREE S HOEES (M
Rahn THERE) (CBETEAHIENEFBAVETT, FFIC, Mia THEO &%
EROEOOFE=FZAFOIERIBEDERLRDOONET,

Q. EZZNEDEB TRFTINIBLAERNKE. TLLTEEBSOMER
FAWAILICEIRHMHEHOFR Y —MLGE . REDEELDEE - REFHEET
DFEFFERTALETBYTT, FLT. R HEOER-FUEDOHEERIRE
THRHAZFEDEAC, BEEROBUERFA-RLEUFOREDER
PRETY,

15



3. BRBEBDEDMODKRAUH

OB£EROFFETE TR (BUETHE) :

2012 4 20204 | 20304 | 2050 4
ERNOBLEER | #&-MIG 90 {&M | 950{EM| 10JkMA| 253%kM
DHIGHRIE FRiLEZX 170 f&F | 950 &M | 5500 f&M | 1.3 kM
=1.11 260 {&M | 1900 &M | 1.6%kMA| 3.83kMA
HAODB4ESR | 2&-WIH% | 1000{A| 103%kMA| 123%kA| 383kM
DOHIBHRE R AE# 2400 f8M | 10J%kA| 523%kMA 15 Jk M
=1.11 3400 M | 2.03%kMA 17 kM 53 kM

OBXEROEE-MIICRAIEREHIER:

(1 BEEROEERTERE
* BRBROEHEE. FHEARHEOER, —SERXRRBFHRETO|EERL
HMETEOERMLGERE - DR TREAEZEOBEERENERICKEE
ELFT.- BEERIEGOBEER — H2ZFHROTTRESE

(EREHRIE 500 HDBE: 1 B R%Y 360 FA—290 FM)
(SERAREFIEL 1,000 FIDBE: 1 BSE%-Y 230 FH—180 FM)

— 96 FIRIAOTREN
(1,230 BAMA/7 FM — 538 B7HM/2 £R/M)

- AREERER

(2) BEEROMMN TH#RES
* BPEEXRBEFOTAICEY. ZRARMVBARENGEENRESANEL.
ML T SA RIS ERGMAE TIRUETEOATRMESAIERLET .

- 1@HYMIER 150~2005H

OB4AEROEDEEDILK:
REKAEOBEERDOEDRBIHEL-AE - R2HFOSHENGREE

NRETYT,

(£ERf 500 FEHIDIHE)

- BEESA/R—230T74—SL(FIRM) [ZLHEREEDREFIZLY, B
HBISROLNWAEHEAEILAROONET, £-. BREIIGL, HEE
[ZDULVT JIS/ISO EMBELLERVET,

4. SHRDEFE

O SR.BHIAEREEIUTOEEYTT  BEERL TR, 5IEHE. EF
LOHEDOREICHE T TERETAMENTETILLLIC. BEERSH

~NDERDSAZELTNERTT,
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ISO TC198/WGO (EENE) D

EEEE

24948 17-198
ISO TC198/WG9 meeting(/31))

(B11HEB) (4R17H)
BARNDEESINDKED

Ehn, MARE BB, EaAREd KIS L/EES

Date ISOITC 198
2012-04-20

N 1006

Report of the meeting
of ISO/TC 198/WG 9 "Aseptic processing”
17 to 19 April 2012, Paris, France

1 Opening and roll call of delegates

The meeting was opened by Dr Alexander Hummel, Convenor of ISOITC 198/WG 9, who welcomed
the delegates to Paris, France.

The meeting was attended by 20 experts from & countries. The members introduced themseives and it
was noted that the following are present:

g Bdhm, DE
[Eric Dewhurst, UK
Dr Motohiro Hirose. JP {guest)
—Dr Masahiro Kinooka JP

_Ph D Mamon Kokubo JP
Angelica Lapos, BR (guest)
Karen Longstaff, AU
Lisa N. Macdonald, US
Junji Magata. JP
Laured McConnell, CA
Didier Meyer, FR
Annett Mueller (DIN Secretary), DE
Gerd Pahlisch, DE

Martell Winters, us

Dr Alexander Hummel, Convenor of ISO/TC 198/WG 9, DE
Margarethe Boresch, DIN Secretary, DE

Apologies were received from Mr Patrick Helderweirt (BE), Mr Christian Jaring (DE), Mr Brian R.
Matthews (UK), Mrs Amy Michel (FR), Mr Harald Schulz (DE), Mr. Kunio Kawamura (JP), Mrs Birte
Nekareenn (SFL and Mr Mark Smith NSy

O 7AVL—ER M DBNEEFIEH A F—7—ADEELIZEIT-BRYIEH

(%218E) 4R178)
BAAINSHIRIIN TiEER BT 581
THYMATDNTRRT D EERE
L, RRBITI LR BEh .

(%10188) (4A19H)
BERAMNST AL —2HE#TIZ DN THE
L, FZLELTNELAS5—BITSwk
Tr—LDEZXH, ELUIZRTPHE
Ua—I)LREAA—DT—RGE, EE
BHRA 22— ADEELLDEEM
LT, #8, 1SO13408-6(F 1Y
L—%) DAppendixIZE#EiBEHTIH
féf SHRBRETOTEVEDRES
(EefmE&EH X, 5H14HIZ, 1ISO/TC
198/WG 9 N 475L L CiRéR)

e
1So

IBOTE 1BWE S
Asanlit pracassg
E-mall ol Secretary.
Secretarial: DN

Presentation_Wasahiro Kinecka
Date of document 20120514
Expected acbon Info

Background
Please find attached the fon "Newr trend for

the last WGS Meeting in April 2012 in Paris.

EHREHICOLT

isoirc 19ewe o N 475

of cells and
tissues based on fledble modular platiomn” showed by Dr Masahire Kinooka during

2 Approval of the agenda
* DocISOMC 198WG 9 N 469
BEaLY
The dmﬂ agenda was accepted by adding the following document:
N 471 toitem 4.1
* N472toitem6

based on hexible modular ptatform to ftem 10
* Proposal for an Amendment 1 on ISO 13408-2 from Mr Magata to item 10

10 Other business
— Proposal for an Amendment 1 on 1SO 13408-2 from Mr Magata

Dr Masahire Kinc-Oka showed the presentation "Mew trend for manufacturing of cells and tissues
based on flexible modular platform”. The presentation will be circulated.

Action: Secretary

LA

REOHRT (REH KL/E)
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OfFEMIIZ DOV TOEBEHES DEEICRIT-EYEA RS

($61HR) (4A17-198)

ISO 13408-8: #&H & i (aseptic
processing)Z&H T2 EMIZH T,
HE AW - ER S S (sterile
product) &R #EE (un-sterile
product) AV EREIL TIREEL TN
t=8(Z, 1ISO13408-1&£M T U EHE
HELLEHIBR. #R F-0ESR
8 (ISO 18362, H24.6E18) % B 15
LT fERLGEET EELTZ. DI
HDERHT+—ANBESH, BE
Mo/ ENSmTadieEL .

OF1RZRII+—ARE

bt Iz—T424 (198,
WGOEBR T #) £1TLY, 5
DFERT AEABIZDOLTHRES
L=

OREWGIS—F 2%
FRi25F5H6-98 (01—)&T D
Zeel, TRETITWDDERDTF
AIR.

ISQ/TC 198/WG 9
Aseptic processing

6 ISO NP/CD 13408-8 Cell-based health care products (official deadline 2012-05-
03)
— IS0 NPJCD for comments — Discussion on received comments
* DocISOMTC 198WG 9 N 453, N 454 and N 456

Comments on ISO/'WD 13408-8 have been reviewed and resolved last meeting (see N 453). Convenor
and Secretary finalized the text for vote on ISO/CD 13408-8 (2-month ballot) considering discussion on
comments. The document was then forwarded to ISO/TC 198 Secretariat.

It was noted that due to the ISO-regulations it is not possible to start a CD ballot for projects that are
registered at stage 0 directly. Therefore the ISO/TC 198 Secretariat initiated a combination NP-CD
ballot in order to reactivate the project and confirm intemnational support (see N 456).

Unfortunately this is a 3-month ballot instead of the planned 2-month baliot on CD. Therefore the 1ISO
deadline for vote is 3 May 2012 After consultation of the ISOITC 198 Secretary, Joe Lewelling, and the
Convenor, the Secretariat of WG 9 asked the National Standard Bodies to submit their comments until
10 April 2012 in order to avoid the cancellation of the Paris meeting.

Dr Hummel thanked all of the experts who provided the comments for Part 8 until 10 April 2012. He
also informed the WG that voting results are not available, yet. It may also be possible that additional
comments will be received after the official deadline_If so,_these comments must be also resolved.
Then the available comments have been reviewed and resolved.

Action: WG 9

The main topic was whether Part 8 needs to be decoupled from the 1ISO 13408 series. 150 13408-1,
the overarching standard of the series, is dealing with asepfic processing of sterile products
(maintenance of sterility). It was agreed by the Working Group that processing of CBHP, which
includes processing of sterile and non-sterile products, is much breader and therefore the document
should become a standalone document in order to address all processing requirements of CBHP
accordingly.

HFESDR/I-ONT
Therefore the Working Group agreed to develop current Part 8 separately from the 1SO 13408
series and the following new Title was agreed on: “"Processing of cell-based health care
products™. ISO/TC Secretanat is asked to check whether this is in line with 150 Internal Regulaftions.

BRHTH— AW RIZONT ) } ) )
It was agreed to establish a task force that will develop a revised draft based on resolution on
comments on NP-CD 13408-8. Members of task force are Mrs Longstaff, Mr Winters, Mr er, Mr
Kinooka, Dr Schmidt, Mr Béhm, and Dr Hummel. It was noted, that due to the expected overall
restructuring of the NWIP a few meetings will be needed. Concems raised that the time schedule for
the NWIF given by ISO cannot be held. Therefore the WG asks the TC Secretariat to check
whether the time schedule can be expanded up to the maximum allowed under ISO rules, when
activating the work item via TC resolution.

isorrc 198w 9 N 475

E-mail of Secretary: margarethe boresch(@din.de

Secretariat: DIN

Presentation_Masahiro Kinooka

Date of document

Expected action

Background

2012-05-14

Infa

Please find attached the presentation "New frend for manufacturing of cells and
tissues based on flexible modular platform" showed by Dr Masahiro Kinooka during
the last WG9 Meeting in April 2012 in Paris.
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New Trend for Manufacturing of Cells and Tissues
Based on Flexible Modular Platform (fMP)

Masahiro KINO-OKA
Department of Biotechnology, Osaka University, Japan

Expectation of facility for cell processing

Process and facility designs for cell manipulation
by considering safety, security and cost-saving

e

Expectation of facility for cell processing

Representative layout based on the guideline of general requirements
in aseptic processing of healthcare products (I1SO 13408-1).

1515§151515315"15ififif1f1'?1"?'5%1@1:1:15151515151515 111 1515/ 'y R
s e [ il
!“é - - Znd ! &
g e z Smwning
............ o"s"a"d ) Raoom
...... "W Aseptic processing room {Airlock)
LT Te et el Cellprocessing room. [ e e e e,
- = CECEEY e e 2nd
Class 7 .+ | Degewning
R e = S roam
T [Mirock)
N g )
-/:U‘;;a;f;/;f;/;a;/;z;(;a ..... ¥ ‘--
B L e el | PR L . .
RO W9 %Z:ﬁ T sisrage e s Qvergowning
| BB i A BEDMADGEL Lo (secondary gowning)
P Py PP Gl DEDEDEDE LB
o Door for airfock
%7 Critical processing zone F7] In direct support zone (Tight door)
(Classs, Safety cabinet) (Class 8 in operation) )
! D Door for non-airlock
I Direct support zone Indirect support zone at rest
(Class 7 in operation) (Class 8 at rest) < Material airiock
Classification of cleanrooms (Pass box)
. . .
This layout has been established for the large-scale production.

ke
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Expectation of facility for cell processing

Conventional “Cell Processing Facility” causes the low performance.

Prospective system of 3S(Safety, Security, cost-Saving)
for the manufacturing of cells

Facility design in small-scale production

Application of isolator system with aseptic compact space and prompt start-up
(change-over) to realize the cost-saving performances in small-scale production.

Automation

Development of automation system in cell cultures toward autologous
transplantation will realize the stable production due to the fluctuation of material
quality and production scale.

'

e

Expectation of facility for cell processing http://www.sanyobiomedical.com/
SAanYO

Many transfers of solid materials (culture vessel etc.), rather than liquid handling.
Proposal for clinical research
Cell processing isolator

Pass box with
decontamination

Aseptic spagé
for cell manipulation

Incubator :
with connection system
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Expectation of facility for ce

Il processing

Aseptic processing roocm
Cell processing room

2nd
gowining
Room
[Airkock)
2nd
Diegonwming
.| (Airock)

7
%a’ﬁs-.%:’i

B LRI PPV PP

ST VIVITITR
B e P
5 5

2

B
A, for
A A Pl P P A

yren

e B
JEntrance’ - -

AP REP AP,
IF IR I I Iy Irryr]

IVTYVYVITY Earar
basssy” posod
Frrl ryrl

Overgowning
(secondary gowning)

747 Critical processing zone ["-1] Indirect support zone Door for airlock
(Classh, Safety cabinet) (Class 8 in operation) {Tight door)
ﬁ | Direct support zone m Indirect support zone at rest D Door for non-airlock
(Class 7 in operation) (Class 8 at rest) »
Classificafion of cleanrooms I Material airlock .J..cP'

(Pass bax)

Expectation of facility for cell processing

From Conventional “Cell Processing Facility” to “lsolator-Based Facility”
1SO 13408-6, 2008).

Primary gowning

7 e
P FL RS RIS AT AE Lo
0 NAERT LRI LT RITITPEII D, i

0% A A PP T Y A PP
B ol W=
EEEW YRR R YR EIY oy PPV
it d il idd iy ddd (ol
777 \solator F==7] In direct support zone Door for airlock
ZZ) (equivalent to Class5) (Class 8 in operation) _\\ {Tight door)
7~ Indirect support zone at rest ™, .
(Class 8 at rest) [_i Door for mm'”f,‘d‘
Classification of cleanrooms > Material airlock L&

(Pass bax)
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Expectation of facility for cell processing

From Conventional “Cell Processing Facility” to “Isclator-Based Facility”
ISO 13408-6, 2008).

Primary gowning

AHTIPIP L IR PPLPIE PP LIPS,
. f/f/f///////f/f/f/f/f/E//f
B STy
ERR R R
s Manioriog. s/ /Eranes /A - - 53
T T SRTERTYRE]
PRV ‘H.‘H./T.’r‘f
2

YV IV Y IV IV IYIY) 2

Supporting technologies of isolator system are required.
(material transfer system)

due to many transfers of solid materials (culture vessel etc.), rather than liquid handling,,

wleP)

Transportation of materials into/ Pharmaceutical technology, 32-38, May (2003)

from isolator system
L]

The Validation of a DPTE®

Rapid Sterile Transfer Port (RsTP) |
System used in Barrier Filling Lines

An Improved Strategy for Materials Handling |
in the Pharmaceutical Industry |
i - |
| .
| GETINGE
GETINGE La Calhene | GERMGE GROUF
Soging Areq -
|

=, Pt Thonugh '/..'Mh"u:mnrf:-
/ \ loClaC — 1.\\

\ : Closs B

f Fi ling Mochine
r Clos 100 LAF

e
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Chanysov Repetition of decontamination
, ; _for change over

e

; ._...I-_-_l_: » ﬁligllj i
= w— . a_ -1
P 5 ;nmc-m

Aseptic Transfer Interface

@)

SANYD ke

Current state of design and expectation for the processing system
of cell and tissue cultures

Proposal of flexible Modular Platform (fMP)

Compactness to save the ascetic area
Prompt change over for several purposes and patients

< ] MateraHnsialing pod obsesvation pod

Aseptic interface

i- flexible Modular Platform Robotic handing module Manual handing moduley

____________________________________________________________

Facility {150 class 8} 1
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Current state of design and expectation for the processing system
of cell and tissue cu_ltures

Prospective system of 35 tissue factory
for the manufacturing of tissues

May 2011 Stariing operation for experiment

Sheet assembly ./ Seeding and
module \ L 7 1 ® medium change
“o o module

| [
o) iz [ 1
Incubator o __ ‘Material input module
module Transfer module

Current state of design and expectation for the processing system
of cell and tissue cultures

Proposal of flexible Modular Platform (fMP)

Compactness to save the ascetic area
Prompt change over for several purposes and patients

Matenal-insiaiing pod Obsenation pod

Sl

/

i- flexible Modular Platform Robotlc handing module Manual hanging modue, |
k= ke e ke s k= s s = s = R mm k= = e h Em k= % e s = s = R = E e R k= = k=t e e s = s

Facility {(ISO class 8) 1
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To realize flexible Modular Platform (fMP)

We think the establishment of interface between
modules (isolators) is one of the critical issues, similarly
to the interface between isolator and box (RTP).

These aseptic interfaces will be valuable to encourage
the practical use of isolator system.

In the cell processing, it is considered that the
standardization of the aseptic interfaces (including the
RTP and interface between the modules) will be required
to realize the mutual use (to make compatible system) of
the modules (isolators) by different manufacturers.

Proposal
We hope that the guidance for the aseptic interfaces would
be inserted into the appendix in future ISO 13408-6. 3

ke
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Expectation of facility for cell processing

In case of low availability, the CAPS leads

to cost-saving.

CAPS

CPF

Closed system

Open system

Single-stage segregation (1 zone)

Multistage segregation (3 zones)

1505 7m?
150 =B 42 m2
Total 48m*

15056 2m*
IS07T: 21 m*
1508 41 m*
150 >8: 5m?

9 m*

Total

Clean area classification
S0
14644

5

Clean area FED-STD-208

Crical processing arsa

Odher
Processing area

Clasa100 1 operation

Clasa10,000 In cpamton
{C1as5 100 3t rest)

Class 100,000 In operation
Cla=a100,000 at rasi

7

8
> 8

[ : Critoniprocessing area  (blosaety cabinet, clean booi, eic)
(1 - Mainimum ciean ciass ot can be piaced Dics =ty cabinet nin
| - Minimum ciean ciass ot can be piaced jsolator inio

Suppart arza

Support area

Nohmi and Mizutani et al. (CellSeed)
TERMIS 2009

Prospective facility for manufacturing of
tissue engineering products based on

isolator technology »

)

Expectation of facility for cell processing

In case of low availability, the CAFPS leads

Assuming 12 autologous samples are processed in a year production lifetime, shown below is
an annual running cost'® result comparing CAPS and CPF.

Exchange Rates : 1 Euro = 100 JP ¥

to cost-saving.

Item CAPS (Eum) CPF (Eurg)
Direct Direct materials cost 10,200 10,200

1 | manufacturing ] 29 100 34,800
cost Direct labor cost 18,900 24 600
i Gown [ laundry cost 3,000

2 Hyglene control {):if the :Iisposad?rws are used 300 SD,QDD + rB.2’.'IE|] SSIUDD
cost Environment cleaning cost | 30,600 83,000

3 Fa:_nlrty_r & Equipment maintenance, 54 700 79,900

validation cost ! '

4 | Utility cost 40,500 55,000

Total 154,700 255,100

Cost per Sample 12,900 21,300

-
Cost-saving to be 61% L&
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Example of personnel flow in a CPA with safety cabinet
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Example of material fliow in a CPA with safety cabinet
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Example for segregation within the CPA with safety cabinet achieved by the sweeping
action of the air, pressure differentials and physical barriers
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Example of personnel flow in CPA with isclator
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