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ISO TC198 WG9 1SO13408-Part 7
TaLRYRITH—T A

ISOTC198 WG9  1SO18362 (LLA,ISO13408-Part 8)
HREratNaORENE =
H25.1WDiZH

H25.31% %, H25.51E, H25. 1MEIE(FRE, 7IL2),

H26 4 1E (FE, Vk=—)
& ARFvIR

BEAAFS1> = .
WMBER A 5—T2—R H24.4 BARIRE, ERMAERE
BEA K4~ H25.11 BFRIRH (FE, 7IL2)
ISO TC198 WG9 1S0O13408-Part6
AppendixIZ{E AT A E T
BEERAS7—R
AR B RS20 T8 AR
HAFZ4>
E 4 - 4R T 8 ' )
SWEH S o
WS
ISO TC198 / WG9 M;EE)
ISO'TC 198/WG 9 N 504
S{Em25ﬂ55 H 6-8 E (m : rj,f—:,) DRAFT AGENDA/PROJET D'ORDRE DU JOUR
WGoEiE
Doc. 198/WG 9
H *ﬁ\% ( ﬁﬁ*ﬂ;mﬁ) 1. Opening and roll call of delegates (2013-05-06, 10 am)
’l\a\{%gg 2. Adoption of the agenda N 515
$o/EIEE 3. Review of the last meeting in Arlington, USA N498
mﬂﬂ’]ﬂlmgﬁl‘:jta \—c 4. ]_Somii?nﬁ:ufrﬁx;ihmﬂk care products S\::_ -':};
— Prepasation of [SO/WD 18362 for CD vote N 501, N 500
N 499, N 479,
N 480
5 ISO 134085 N 489, N 488
— Report on status of Amendment N 487
6. IS0 134081 N 505. N 500.
— Report on status of Amendment N 486. N485.
— Further proceduses concernmg Systematic Review N 484, N 495
N 494

7. Any other business

8. Plans for next meetings

0. Closure of the meeting (approxumately 4 pm. 2013-05-08)
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Fraunhofer Institute for
Manufacturing Engineering and
Automationz/ [ -

HAMND (#F58g) 7 Fraunhofer
INALRGE

ZZ Fraunhofer

IGB

Agenda

H/REES

ISO TC198 / WG9 O EE)

FR25E11A19-218 (171> 180

WGoR:E

BAL S (BIREE)

g Fr

10:00

10:20

10:30

10:45

11:30

12:15

13:45

14:15

14:45

16:30

fer IGB and Profi ] hiro KINO-OKA, Ph.D.
Thursday May 9™ Fraunhofer-IGB, Room 58

ing at the toF hofer Campus

Start of the Meeting

Introduction
Florian Groeber

Presentation of automation system for cell processing
Professor Masahico KINO-OKA, Ph.D.

Presentation of the Tissue-Factory
Florian Groeber

Lunch break
Visit of the Tissue-Factory facility

Presentation of the bioreactor group

Jan Hansmann
Discussion, further proceeding

End of the meeting

ISOTC 198 WG O N 522

DRAFT AGENDA/PROJET D'ORDRE DU JOUR

_ Doc. 198WG 9
INAREE 1. Opening and roll call of delegates (2013-11-19, 09 am)
E#EA 2. Adoption of the agenda Ns3
#o/RIETE (19-20B D F) 3. Review of the last meeting in Vienna, Austria M504
M THERIZDLNT i e N 520, N 517
5. ISO 13408-1
— discussion on possible revision
6. IS0 13408-2 N476
— discussion on possible revision
ﬁﬁ*ﬁﬁ'fp’ﬂ—"JI—Zf:?L‘f ¥ Eommpmuﬁem =
S, Any other business
9. Plans for next meeting
10, Closure of the meeting (2013-11-21, appr 1y 1 pm)
xe
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ISO TC198/WG9 7L &3
2013%11819-218 i} ety

L mmemq-acx?edmnrm-mmnmcmumnnsonmmsn wha welcomed
celegatesio e, Germany.
HFE EHE, DAR, £/8 (218 RE)
Roll call of the delegates
The meeting was attenced by 14 experts from 5 countries:

Dt ISO/TC 198/WG 9 N 531 Avztrala 1 4 %
20131202 | "Aseptic processing” Kerun Lorigeblr 5 @

Gemany

Dr Alexander Hummel (Convenor)

hwbwmﬂmmlm}
o

Gerd Pahlisch (1% day)

Dr Kurt Schmidt

Dr Mark Smith
Dr Dieter Bachmann (Guest. 1% +2™ day)

Japan

Motohiro Hirose:

Dr Masahiro Kino-Cka
Ph.D. Mamoru Kokubo

Report of the meeting of ISO/TC 198/WG 9
"Aseptic processing”
on 19” - 21" November 2013, Cologne

UK
Eric Dewhurst

us
T 20O 20T S Gordon Ely (1 dﬂy\ﬂl'ﬂbmt!ﬂ\q
Robert Tomaselli (1% + 2% day via webmesting)
Comments on the accuracy of this draft report should be sent to the ISOTC 198/WG 9
Secretariat at DIN to arrive no later than
Apologies were received from Laurel Nelson (CA) and Dr Christian Jarfing (DE).

2014-01:13
In the absence of comments to the cantrary by this date. this draft report will be deemed 1o have 2 Adoption of the agenda
bean accepted. Document N 529
The agenda was accepled.

E] Review of the last meeting in Vienna, Austria
Document N 518

The minutes from the meeting in May 2013 in Vienna (Austria) have been reviewed by
ISOITC 188/WG 9. Secretary informed that no comments on the minwes have bean submitted. The
minutes of the last meeting in Vienna (Austia) have been accepted by ISO/TC 108WG 0.

R ekimonrecassommens o WARRIE N T AEEL R 4

Documents N 520, N 517, N 528

The comments received on ISO/CD 18362 have been reviewed.

Higniights of discussion: o I1SO 13408-6

= Titio changa [*Cal based haaith sars products requiring conirel of micrbial sontaminaten) ! = disCUSSON ON Possbie revision
Tite was o spaciic
Many parts O e COCUMeNS are 0L Oy Meated 10 CONIU Of Microbial CONLEMINAton Dut

il st b g i e = deyr.n i ase, et [Secretary informed that ISO/CS has initiated the Systematic Review on IS0 13408-8:2005 (vers 2)
hand

o '‘Aseptic processing of health care products - Pant 8: isolator Systems”. National Standards Bodies are
jrequired to respond by 2014-03-17 using the ISO electronic balloting system

DrllauhruKno-Clarhﬂnndhdhpl’auup.fhahﬂhdraﬂmmmxlwlso

the sawmnmeant Pmmam m(ﬂlﬂm refiacted in the trie

* The scope hes been adjisted in onder 4 chaly the incscns and exclsims. This ichudes

230 the this change. New sxelusiors ware t5 clarfy tha applicabilty of this
i edr s smsigiting Sl aghodine e i k] 13408-0 that is dealing with rapid transfer ports (RTPs). He pr
Thal s, SLANOAMT (1085 KO OEfiNne DOSAMETY CONMMMNENT MeQUINeMEeNs. for the

of an Aseptic Transfer Interface, mﬂwhnhlihhnufcrhﬂmyhm: He
jasked ISO/TC 188/WG @ to commenting on the document until end of this year. Furthermore he
jnvited all experts on RTP o participate on the development of the Annex for ISO 13408-8.

Clauss 10 has bosn updatad te address e requiremants related to srocess simulaion and
PrOCESS COMMIMATon STulias. TADIE | dSLNS Now T A0OICAN0N Of Pocsss Smulaton and

FrOCESS CONUTNAton Sludies 10 Mve ManJtasiures of CBHFS B*&ﬁ@am&[fkh. E*ﬁ{Fﬁ’{:’@i son: IS 1 9
FRALMERM, TFR K
Secretary remark. The document R&D Guideline for the Design of an Aseptic Transfer Inferface, 2011
has been circulated with ISO/TC 198WG 9 N 530.

*  Ths genaral paragrach relatad ta ths aeplcasslity of IS0 13408.1 (which i part of siauss 8.7,
B 9. 17) was rewaetiad for clarfication

*  Several other paragraphs (Introducton clause 3. 11). have Daen rewonded for clanfication

Due m 3ok of wme. mumuamnw—v-nwm R WaS 3greec Tt Convenor ana

Secrewary wil hm m:xmmm ‘editcrial comments. The document wil Tien 8 Any other business

50 circuiated within two wosks for sorfrmaton el P . |

The document wl hien be foraarnad 5 ISO/TC 188 Secratariat to be omutsed for second CO balior - RE - MRERNTER 71/L— 28K
[ a B document b caly revised ] Plans for next

meeting
The proposed resel i ghvenin NE3 Documents N 523, N 526. N 527

Action. Dr Humsnel and Secretary

that coveral i CVCD 18387 b
oy EUHIo O evars = PRIGGRS s WAL ancs 10 o] woiet Ccions. A Saparts
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forward and thrae cieps back’

5 150 134081
— d=cussion o possbie reson

Robert Tomaselli riormed that it is plarned to the work that is done by US Sub Tag 1507TC

108/NG O corceming passible ravision of 150 13408-1 fer the next mesting o be reviewsd by

SOTG 1E8MWG E.

mmmmwmnmtnmuem Experts of olher couniries o the
a first of IS0 13408-1.

& 150134082

~ tiscussion on possible rewsion
Secretany informed Nt IS0C3 has recenlly inftialed e s review of 50 13408-22003
Ivers 2) "Azeptic proceszing of hedith sarc products - Part 2 Fitraticn”. Nafienal Standard: Bedes are
secysired ta recpend by 20140317 using the IS0 sisciranie saliating cyctem.

The next ISO/TC 108 “Sterilization of health care products” mesting is 1o be heid from Monday. n"
March through Frday, 4™ Awi2CIM|nAu1rdu The ISO/TC 198/WG @ meeting is 1o be heid from
31" March until 1% April 2014
As a second CD ballot on ISO/CD 18382 is planned, ISO/TC 198/WG 0 has expressed the wish 1o
extend the meeting for ane more day. Secretary will contact ISO/TC 108 secretary in order 1o organize
the extension of the ISO/TC 108/WG © mesting.

Action: Secretary

The schedule of the next meeting is planned as follows:

* 1S0/CD 18362: review of comments received on second ISO/CD 18362 and preparation

of the document for DIS ballot

* IS0 13408-2 review of comments recewved dunng the bc review and ions on
possibie revision

® 150 13408-6: review of comments received during the systematic review discussions on
possibie revision

®  ISO 13408-1: review on the work of US Sub-Tag that is done so far

10 Closure of the meeting

The Convenor thanked the for their and

Dr. A. Hummel
Convenor of ISOTC 108/WG 8

M. Boresch
Secretary of ISO/TC 108G @
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Field of Regenerative Medicine

Cell Sheets

R&D Guideline for the Design of an Asaptic Transfer Iserface. 2011
isorrc 1sawa e N 530 &

SOTC 198WG D

Asaplic processing

E-mail of Secretary: margarethe boreschidin de
Secrotanat: DIN

R&D Guideline for the Design of an Aseptic Transfer Interface

Date of decument 2013-12-02
Expected action Comment
Due Date 2013-12-21
Background
November 2011
Please find attached the document R&D Guidsline for the Design of an Aseptic Transfer Msiacy ot Ry Tintant oy

interface. 2011, which was presented by Dr Masahiro Kino-Oka at the last ISO/TC
198/WG 9 meeting in Cologne (Germany).

In case there are any comments regarding this document, please send them directly to

Dr Kine-Oka (kino-cka@bio eng.osaka-u.ac jp) until end of 2013, For further information,
see N531, TOP 7.

HRE ST N T HEER
ISO/TC 198
Date: 2013-11-25
ISO/CD 18362
ISO/TC 198

Secretanat: ANSI

Processing of cell-based health care products requiring control of
microbial contaminationPrecessing-ofcell-based-health-care-produsts
requiring-control of microbial contamination

Eg‘menrinrmgggbf— Eig'mgnr gn@f—ﬁ'ﬁémn{ ggmglg'mnrgr’rgé" tintroductii—Eld = e
= -
Warning

This document is not an ISO International Standard. It is distributed for review and comment. It is subject to
change without notice and may not be referred to as an International Standard.

Recipients of this draft are invited to submit, with their comments, notification of any relevant patent nghts of
which they are aware and to provide supporting documentation.
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