TI TLE OF THE | NVENTI ON Met hod for managenent of cel

processi ng process, and processing tool kit therefor

BACKGROUND OF THE I NVENTION 1. Field of the Invention

The present invention relates to a nmethod for the

managenent of a cell processing process to be

perfornmed in an aseptic nmani pul ati on area, such as a

bi ohazard safety cabinet, by use of a processing

Tgﬁﬁ;@ﬁ@haﬁbggTﬁﬁ@prises: a biological materia

consisting of a cell associated with a specific

Sanpiedd f&tdnagesent dfl déBgto@Esirgpirdtads, S pplcessing Rol lat therefor

culture medium and a plurality of processing tools

i ncludi ng an unused contai ner, such as an unused di sh

§§§kéﬂbﬁﬁﬁ%ﬁgnﬁfﬁﬁhﬁ$ﬁgﬁ tube, and a chemnmi cal agent,
ereln a processing tool kit is prepared in advance

10fieltl BEthe Blvkntiopr ocessi ng process i n such a manner as

to allow a set of selectively conbined processing

t odhe presert inyting reldis 1 amstgd dirdhe BaYEGREN Pl G8H psesEssing process

toglge:];t}e? 8f uelgﬁ %ﬁjzgs%%ﬁcg%%xre?g? %\((,;\%x ?r%ie, (r:s:.u thﬂag %g)éogpa?a? Hclgfeii)!qcea%inet, by use of a

pFoR&ssiRg hiddetiflHdhed mbBseh:akRolodltal MaARriSIQUNIMAE od Q@UeSHLAEd with a

tools therefromso as to performthe cell processing

speeibic samplasiuplyas hburpasrsianisl pameie 984 p gultuso mediumsand a plurality of

unus.ed ocessing tools. The present invention also .
PIOSTSSIS, %0%[5 dne, audgnlgoc élglésle(é] &on{aénoe .S cihtas £ Pnua%d.e(ﬁ?qlnang ta:i;| 1emused centrifuge
wbel 8ad: cH¥Ri@l BREC Whteal d Yrocdshify RIGERRM plep¥@Ninl ARance of the cell

relates to a nmethod for the managenent of a cell ‘
prec@siag pionggs pr ek s matryr petopdlow gy saeef selactiyaly pompingd processing tools

. i atio rea, such as a bi.ohazar af et :

BB R BBk Y iRl AT B e P therein. and then

cERAIPRIoS8S opBedv iR Bhe aRbtidhRHulAlon &RAR 18ilel JABhO forfbined processing
cell associated with a specific sanple and a culture

tagisdhanefromasops dcesdim thetcdbprokastingopreqay wihgithe comdhingth procesfing tools
the cell proce siqg Frocess N such a manner as tg . .
ALYIUER PROCEBINE §3°1% o ' BTRTFITRY VR UPA REHACHP GPEXETHG 1qob kit Lr use in
tHeektedi Ng the unused di sh and/or the unused
centrifuge tube to be enclosed therein; and a
s e paraspecificably.etbs pragent meéntion odlaehi tng meetictdetion halmaagpemient of a cell
wherein kit identjfication data . associated with too
PIOGRSHPS PIOESSE [o0RF RTHPENCHAT RhaeRUICTRIHRIGGN A8%syrheds 4 hiohazard safety

D b9fusd 95994’6%%&1 £l QBRS ThRBrideQ Y Hol6HEH AREHal Bnsisti

ct%%’p?&ée@??%@ t 00 ﬁ?t, an apg%nded %OQ%%%%% ?é%nmmmgOfa

cdl dsaechaed with @specific sagpoadi Nepltaremdaliun; hepro@pdivigneél kit prepared in
rocessinq tools, is pre-appended to an ICtag )

a cs Oh g c¢ bprpchaésmgwr%%g F‘WS agnsgner py tlo’allg\ﬁ g set of selectively combined

pl%Ee%ggé tc‘o_oisr]iﬁél"f;&‘ir?é {hi;c: rhngs%%i %isﬁoa%/j LI He ﬁgugeg cieﬁg%ugg tm% 48 be enclosed
I nstructi on or-the cell processi ng proces ana
thee &0 aidad ephrat pldcadding @alShclalifyl ddhahichlyagét, wherein kit identification data

bi ol ogical -material identification -1
associated with tool identification data which is uniquely assigned to each of the combined
processing tools enclosed in the processing tool kit, and appended to an IC tag attached to a
corresponding one of the combined processing tools, is pre-appended to an IC tag attached to the

processing tool kit, and process-instruction data configured to indicate an instruction for the cell

processing process and associated with at least a plurality of biological-material identification

-1-



data uniquely assigned to respective ones of a

plurality of the biological materials, a plurality of
stage identification data uni quely assigned to

respective ones of a plurality of stages of the cel
processing process, a plurality of the too

identification data uni quely assigned to respective

ones of the combined and separate processing tools,

dad (éunaueﬁ’;' Hsrs%llédttx r&f)ectnb@mlszh bf d ﬂﬁﬁflﬂy T%tbﬁo@&lgﬁﬁlgterlals a plurality of
uni quel’y assigned to respective ones of a pl ural ity

s@fe idheifpatpaemiungutlp @ssigaed ®, respSctpe ensstod i @blirality af stages of the cell

comput er - oper at ed data pr.ocessing unit, c?nnunlcatab
PEQSETBE PRG-It Ph e tekidentifientiqr defm priquely gsipnsd {q fgpective ones

r {
oh I SRBRY nd ReofRE Bl (PP B L QR Rication data
uiqliedy esignede@despertive biies of bl pluraisy & theprdessingataolalits) ik parsyored in a
one of the plurality of kit identification data
copBerioreralqd dite Rrocesaing pjE esnynirataply cpinsrfedyigrthe yigeless reading unit,
SRR 1 R B RPH MhdhendoR 3ub SR Eidlts the processing too kit
ubifg ta, witblessCleadise @higClucklak aa rdaddrC a Iahtﬁtrarjbfon&i\lhﬁtthe plirdigy of kit
two cross-checked data are coincident with each other
iqegtifigtipn.data aseneiaf e evithabaprogssoiaaastiondalin chosgaad grys-checked with
tﬁlm' ttldén%ﬁgsgml Idgtgl:tgrog &z!?a %rg%%tggﬁlgt urﬁlr 8Tc'dscroslg% elék gﬁ% fhdicative
Ica COl ncl dence” bet wee e tWO’ CroSs- c
oﬁl evhaheranb RLEradsQhedk Bl @diy &4 cofcitibit vl daclDstBeEas Shtﬁ@ from the data

process is gern1tted to carry the processing tool kit
Progesing Hisita 3% fat:li%: wWwendeds pofragde thab g @i cfdsecheck data indicates

ess kit to.take out the
C&Pcolgeélg% eﬁg'e tgf two Srosss chte(g( g éirt]aor L opepator c“éTOFVf’g i ct:hee csf:ll rProcessmg

pRICES B rhifibd}Q chhﬁme ﬁfmés@lﬁg tddl BERBSthdkeptRPrdteBmg URY a&ﬂopen the
processing tools. e present invention also relates
ptosesamp fOGb]@S@Itﬁ"g ouiybt cduitinefl processiag itaelstshes wironfernibe Mdarocessmg
. Descr f the. t ed Ar Recent ar
e P UE S PSR o ot pEESEPE IS Bie pflentinvention
aliB i lio 4 FOPRLAG01Af foriudt nURd Avém&Rdd. col I ected from
a bi ol ogi cal body to regenerate inpaired biologica
ti ssues, so-called "regenerative nedical technique"”,
ve beenf$ é]veéé studi ed. The regenerative nedica
2 REARUGR & PREEPGEE™a need to increase the nunber of
CelRb&nASeRE! At R AMd Br HerdpQfiR ImORGI rSEFRE &' MheliRajBtechnique of
given value (e.g., a value required for an intended
clllhenapyc)ellt dtleughframl| 4 bolegicelr Bady th nregeoerpta ngtpaiced hwlbglcal tissues,

ﬁ éell cul ture, a cel l proceSS|ng process_ i ncl ud
sercl CISEFRUT Rty O R B oD A BB TN o 1F epenerative

xrfeel%alltéc‘ﬁﬁi%esmpagrésodr &@&j toaltncljeﬁgﬁe rﬁlﬁl\{)grr &l cefl§ :gg?(rctlateldsvlflﬁxgat%ast one
arge nunper o processing to sever al
sdmpielipe aogiveiDiake cce)glt avamrxsqmd f@ aymlldeldvﬁmbﬁpyo tRtbugh cell culture.
chen1ca| agents gﬁgd in intended purposes, as
Ins eRpRCHion Yorate celh preell jprpcesston paocesagéclu triagh pf frplacing a
SR tfo%%ubéu uxJe Jr {hfe, ‘ME E rdngnea k f%\a%t ev%ra? ? r1r(1)gcae rgl,enrgmber of
process to be per OFITE accordi ng ts S?FSI’ %
processing tools, e.g., several hundred or more containers and a wide variety of chemical agents

depending in intended purposes, as shown in FIGS. 10 and 11. In such a case, as might be

expected, it is required to allow the cell processing process to be performed according to a strict
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operating procedure so as to elimnate a risk of
Cross-contam nati on between respective containers or
operation rooms, and avoid the occurrence of hunan
errors, while pronoting higher efficiency therein
[see, for exanple, JP 2004-016194A (hereinafter
referred to as "Patent Publication 1 ")]. Moreover,
differently froma process of manufacturing
ob&&idﬁ%t bro@auR! QUCYS ffinaf0P diskT RAYEE Sonthillink VG BhAGE respective

I ncreasing the nunber of cells up to a required
cma:hmm bhopaigion cedrhs, agdilateid eheaddeetrenco 0P hehanoerr@d, while promotmg
cellﬂﬁéoce33|ng process, a_record or hlstogy of eac

ck

higher efligicncy thegsur sy for e’fwl%é%aqoéd%wed’@%e fierred fas "Paten
r

Pﬁn@%’]cg%@nlg lf/lgrét)%rj Oe?elgi gi’rgr)gi z{lpr\gee%’\‘hfg%a}n?fa%ngrggglgﬁnlgglal Products or

f@d psodiets,dh iterstagé ofHatredsing elivetinteGTatiialpas a$équitsd value through cell

Human Ti ssue Culture, and Bi oprocess De5|9 ",
opEHTer EORRIFtion oG tha sl WRSATRE RIOFEY A re(csréwes Bistopy of each cell has to be

508, 850 Do engnl, it eSB! SRR, g

(ﬁfexa}ﬂ;ﬂa,ﬂ'KﬁéﬁﬂlAes’éksnieﬂtdu $bisydeAGSIO6f Bdtérogenédie I0BhBAEAsEEs in Human
referred to as "Non-Patent Publication

. “)1.
Tirprer €¥lbre, anfl (BigngoqesscBeasr, dMeS%o Hanplst gag Piasabip | Taya (School of
ER% ﬁee?ﬁ% b&gnggu%%§z§d§ %h%@ Q3K n#v%fssaig q%pr%m)g élguslt/?g2®3 Autumn
Maktirfpulof ekl @lehndal Thdustdy Atsaféidhbﬁ xhecp‘@ﬁamlet adttrrad toh ad MBon-Patent
GW (Good Manufacturing Practice) Regulations related
Pulicationedt | Yarafanal is rreonmendgdto paderoythi ¢7Y prasessing process including
a%eEE C%&ﬁé%ﬁpu u:regrrz]lgcp e;gate ‘Jaﬁ?of%erﬁrqﬁdelf{ argds O{:)a)sk Qia S%E%ocoul?ation ina
facAity 'C@%Bl‘i’dnf ivaih Bg GEW oyt I\@H&fadﬁllrﬁ@t P@ﬁ&%ﬁ Bgulations related to
Hitachi Plant Techni cal Revi ew, No.
ume@eﬁbeﬂ/@ﬂ(s@gsmwmn&m e(w@ ﬁaﬁa@mprreﬁ@rmwdme (${3P) based on
Pat at on Pat t Publ i
g PR g Rl e B PO U RENGiop @ AR G gt Systems'.
HEHAE PlabUT@ndi€f RRUBWEN..1 19, DeREIbaII0Ys, 89St @breinkied referred to as
cell culture stage for |ncrea5|ng t'he nunber of cel
"M@lﬂmﬂmPng@wnﬂﬁﬂue wherein it is necessary to

a'h %enéyltl lg?rzlsog /c?%lﬁ? ay Ccfar{?tergn ‘@Sllpelt i e$SI ubcature technique

lsrgef;&myeegsehﬁm B L1 t«,ahpees&age @&%&ea&ﬁ‘gdﬁe Qlflmlge‘?of &ﬁ&ﬁﬂ t@talgﬂgn value,
an unused nedium (i.e., new nediunm serving as

wherbio ut it necessang do pmfomﬁdlbmhk@bmpl'ﬁhted £t reoviessing tasks such as a task

gu i.cation 1 further discloses a sgsten1de3|gned

TreRCiPh & Ui AET I8 Y6 I peptansh id dask o &¢-pigelating an unused

m%@igﬁng%d rtle %egﬁﬂns usgﬁnn%o&t Q' gﬁggultgt% {n@ﬁgmt YiHeaage t'ﬂl% Patent
culture container so as to provide en anced

Petflicatind riaighet disdldves £oktempledges sichghat Askeicatoncbta)vact £ a barcode,
ot herwi se be required to be handl ed by an

RPRRASH (hB e SPRIFBT GF rettip araRas dheanityra e Sqo¥ ﬁ(per@@ée enhanced

effi greﬁ&qg SR lrl)%esg% lt!f{sf(se?ﬁgh fo ul? %Eher%’lge beXEG I1r9:(? Be handled by an
such-as Cross-contam nat|on petween respe

expefiénaéd) 6feBat@r depgdingt dnOiRtehded 'Birpodd StoN@PprEat 16& bccurrence of serious
Publication 1 includes a description to the effect
aqulﬁ{its suqhﬁls glogsygogfamination between respective containers or operation rooms.

The Non-Patent Publication 1 includes a description to the effect that: "in view of
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-3 heterogeneous growt h characteristics of plura
types of cells each associated with a different
sanple, a cell processing process nay include a
non-fl owchart-based sub-process, so-called "deviant
sub- process", wherein a stage of replacing between
containers to divide cells into a Plurality of and a
culture stage are nonitored, and, depending on growth

he@ﬂ%@ﬁ’&b? Qﬂosvtﬁ SifiracRfist@s 8P ﬁﬁfai |t)£f)e§ Mpgellgfea&teisgocélateti NEGith a different
repl acenent stage and the culture stage for the

sagiplc b feklt progpreingfprocess| hey ackadpermootiwchagtbasedt subiprgess, so-called
earlier or later | than a eII ‘gEQCE§&V%Qr

"ABYHRL UG PSR o prhergil 5
piheRy Batengs LUkl c'uﬁlﬂfte 'stgﬁ‘, age hﬂﬁlltdilgﬁ and dgt%ﬁ&iﬁé i bxgartht Qaracteristics

the etfect that ‘n the above case, It 1Is obllgatag

emsné) | in. add| t |on tb. A
1 2 v afer i OCLgSIt her types of
mﬁ§%§a@&@%bc&£%&&@ss'n9 faC|I|t|es) and

I'nmplenentation of validation, based on the GW

ReDi¢| Nadni-Rarest Publiedtionl 2 incdudesw destripgia ioothaéfenethatdinugs dhove case, it
Most of an entire cell processing process is strictly
is pféahs%s?%éfa PPass Bt oYdz i de Sefey EethiRfetess granageggyt) and quality
mQ{ap&%ﬁ nga&dﬂﬁ)h tb a&:!nﬁm f@é'sgﬁq Whd Rofst &ﬁ)ﬁg}fl & hardware area (cell
mani pul‘ati on area, %y step ga5|s,
pra@ssirpdhdilitics)) asd fn&ﬂﬁmmﬁdoroﬁexraﬁdatlﬁg bpsed ©a divr @MP Regslatidns related
a cell proceSS|ng process consisting of at |east
t°§é@%ﬁﬁhm§ﬂ§§€§%sa plurality of processing nmaterials
Fét N3 g) %ngfe c%ﬁl % in g\%cég R ly eltle) &Sn? biohazard safety cabinet
b|o ogl ca nate ura y of processing
orta@ell Procedfify ﬁa;rtable dormati @ith bxeasaﬁt&pﬁanqaurmm Jred, ah h &Bp-by-step basis,
area to process a cell. Then, after conpletion of the
aceqafling k?rabfé@g@fl ARFring prosdlure h hysy s pwgesmﬁa?r@ﬁsw@swtlng of at
led3f %vg'rglrs{ta% @Iu?ah?y V%)‘?ocgs aterlgfs e 1r9d Br ga?ﬁ tj he stages such as a

e preser ve OI‘ exa
biblBEES SRteYialt BDd rarpaﬁ-arty/af prb®@sditaabelk, arBdagidd ahto ithe a@eﬁnﬁ @Z8ipulation
state (i.e., Xopreserve the useful material), the
argpstefrudcessert eslli allhem pfter @emplptamﬁdhq el preceasingapreeess, the processing

ma%qla ‘p ge':n\%onfed Enlt]({ % wiasrtee r%ztgrrldrm%ng% ug%& mated*fé)i{ Sber Veias't%rlv% lF Qr example,

if m?lg ﬁédeﬁliry% :ptesé?ﬁ’e thé AHN M8 in § bzel )étaflﬂ‘{l &, crg'(ﬁ)r@erve the useful
waste room located in a vicinity of the aseptic

materiapthle attsetfdrmfafrr@awﬂl &JM@MQ 3n argp gjuipped wttly adifeezer, such as a

rocessin U|red for next

P R s SR 1 G Riepies b v wim Sabp psporea.

fomQérﬂﬂé a&)' anzﬁfee ook 1R&kd G M tvlﬂu@m@et)f tHf 9&9&%3 'nﬁlglpulatlon area.
process in the same manner. Theréfore, in the cel

quseqmslm mglutahtméssoocs;mglrmmrm@ ofuied forensdxt symeeoﬁadzell processing

ges, a processing too] |nclud|n%.an unused . .
Pf%%f»ﬁaa? i‘f’é’i‘ed o9 dhe 2eePtigmanyetion ety ReAarLihe GelliBieepssing process in

thEEM Liahige tube, and a

Therefore, in the cell processing process consisting of at least several stages, a processing

tool including an unused container, such as an unused dish and an unused centrifuge tube, and a

chemical agent, which are to be carried into the aseptic manipulation area as a part of the
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chem cal agent, which are to be carried into the

aseptic mani pulation area as a part of the -4

processing nmaterials, will be significantly increased

in type and nunber. Moreover, nost of a set of

sel ectively conbi ned processing tools, such as unused

containers for use in the cell processing process,

are forned as a di sposable type in view of preventing

. o >t tari ‘

P o O B B D™ BBy o o
seAlbf eeldadvely RanEagieptotessingy polsanadh radnineded cAstai@iers @sUlise,in the cell

it is necessary to take a lot of tinme for one cycle .
Prefessinggirecefsy e XEIrH g HHERELES YRDINSBEPT PrRYC g ERse-copamination,

' h t .

oo b P ol Sl o hng i L o Bhsafhe MR o ol sl be
inshedsétl iaNghe S @ urdler. AN USRIt Py RERSSY 1dGalie@abt of TitdéSor drk cycle of

has been expected to provide a system capabl e of
ceamrmsms)recy?ﬂ eMoreorss| it ot 8% stifhdhat ghest ssot tagy ek that a used
proce?sm tg Ob@dmcarﬁed 1\sMertr I?l%(l)’l tslyrpmsedd V\%ﬁlt I f 1.&4 ta,ls gnnunplsecd rocgssmg tool.

an uﬁu process ng oo Yand ™ & use& process 6

t OTHus, ithh Bén AxREQE DBV sgaém kdpablwbf 413w oge pycmwdpmcessmg

to allow a set of selectively conbined processing
precses te b¢ rpidlydompleten withers edpidenificaiondietreca wgﬁsiemocessmg tool and
a lgsg ;térrgclzefésu 1?%? tiO(télgll?S?n tagpr(k))c%asm&gcéor%eg%vqncﬁlﬁ?e %rg%arr]éd a{% allqw %se? 09 sefjectlvely
coBRed lglfo@&s's@@ eV LRcludife 88 uh@ed AKE 8Wbr I EnSQNRINRBELe tube to be

processi ng tools therefrom Japanese Patent No.
engl7 Q4 1rgein, lred wiendddtte be vagrfiedrinte gnd epepgsl Wikbd @dseptic manipulation area

oses regenerati ve nedi ca
sops it QLS rorihef BRErREE Bof trEioT0 uae. (0. 0. soveral
C ChpdibsePaRAMM. 8746228 (hercidARGORES 8\ "PalenfPublication 2") discloses a
undi fferenti ated state, from one donor who is a
regeatraiemtmedgaldeihngpe aiéqoﬂgptmme givaw md@ne Gie..rrecenh @ﬂyﬂralsample (e.g.,
stemc IIs co alned in tge sa F%ron1about or

"T“E)H"“ﬁ% 3 g gBYterentyird giate g™ °§‘6 © {7 P c‘a‘f‘Faﬁmg the

nufHBE Jf'n%s&fch}tnm stefl cbifs (togtatng@ inP@e sfiMie, flohm@Bout19? @rnlq)4 3 to about
show a typical exanple of a requireéd nunber of

10ppoeswianty thaalesticabysdmieistef e cdlslts thei ipagen@n FEGS. dD(agcb Ulsshow a

ceII to_ be adn1n|stered to a patient who is a
tyrjeal expmnpleaf] a sepuitgd numhgrof ache%mﬁéqﬁscraﬂm{eﬂ é?rafﬁvurmgsa&aqmlogous
ceR¥o Bk Qhﬁrﬁst&@&i{ooarpaﬁerﬁ %E Ed § W96 S n_geeceﬁ%é Y 'r%gne?zﬁlv@‘mg&%&l therapy,
of processing materials. The nunber o rocessi ng
suttoslaslish and/grar cenrifuge qibe seednd @Bra part ©BprocasdigLr@ssriay The number of
process and a precedi ng process of creating a
precgisingrteoliy el REFPR EaREEADSF P (SEIE PIRFesEinG Bgcesd anchp preceding process of
cre%%ﬂlég l (]%RM'E méd uglg ?Jgrlﬁ'f]‘él%p bio@d dnn &l ggt%fo (glst x%mn F(rgg used in
of cells by ce ure, 1S enornous, ec

inc3€4Sin@ Ehe AIMBer@N tYls i:)y) Eell du@ure UR bisodowd] @Bmﬁcfalljl B@OJ(Sr 228 only for the
only for the centrifuge t ube. Al t hough the system

‘mﬂ$§éﬁb@é@mﬁﬁ59Wéyﬁﬁﬁ@ﬁﬁmmﬁéﬂméat|on is adapted to
\(,:\Ahl?lﬁ%u cilu E:l’ér em ollo %%eﬁaﬂ t%ﬂf’ca d&? gsls azi 2] e% c%eck culture

specrtic ce ibj'éc
prédddidrésr #d conditions assocuated with a specific cell to be subjected toa pnmary culture

stage and a subculture stage, so as to meet a minimum need for preventing misidentification and

cross-contamination, it is not intended to manage a large number and various types of processing
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stage and a subculture stage, so as to neet a m ni num
need for preventing m sidentification and

cross-contam nation, it is not intended to manage a

| ar ge nunber and various types of processing -5

tools accurately without error. Thus, it is obvious

that this systemcan manage only a limted nunber of
processing tools, and requires a relatively |ong
togﬁrakaﬁiatgir lethm% eerxr 4 ﬁYsC(LbQ/mgg tHaf hls sy nﬁ&'g gﬁ?lﬁhﬁge only a limited
process. Moreover, if such a large nu 0
nphiee ef plotgsihOobs, :afd&ed'iﬁmﬂh edhtibelg thdlgqj’erlod bii tﬁnfsﬁosbﬁem;yc& of cell
time required for the cell processing process will be
POFESHIG PECht | A entfserh adfrge aumbenakeroessitgrieqligge hangled based on

S

th\?srva %tgxﬁ nzia t{ﬁg? fgg\tn?eg tﬁe J:enl ?T%C%SGS&%SJE& %S%f] ) BL E g]:l flé"aﬂgy g{tended and a
tapit O€ 8&Eihg) GheD ProCRSifg matehalb aft0 N ueXitl resatay a6 Apwistatmadrial after
This is likely to, cause the occurrence of _ o
comprlstign At the relbrrpespringarapsvill ecoms eximebnosiptigdteda ndhis frdikely to
cz}rﬁr@‘c?ts Eehrgl g&%—%ﬁéeaclf mlrlhgxttl%pqglgx\g%t%%%ng%g glfeful tc::rialS fmd t&e waate material.
I’ Be Wl cas, MB wabld u;&whmaﬂ&a&ab be leBoked ke iddRtified and re-used as an
|npern133|ble cross-contam nation incident. SUVWARY

ugRed R ahNENTICER ipperpisaitle sfost¢ratagingiien iofiferinst ances,

it is an object of the present invention to provide a

cell processing process nmanagenent nethod capabl e of
SURMMRY'OF THY TNVESSImg material qui ckly and

accurately without error to prevent biologica

halmaviers of tﬁgﬁh@ge Qrclgm@tg@gg iitri:gaq ehirct ¢ the preseptijrvention to provide a cell
PRFSRECEPRE TSl P le i o SRR G mpi) violy and
adcl¥@te}’ ARRRS IcRBr 10 Blevéalt thidiSpiddl BRAFRJ uiikh ﬁ%&e@slr@aﬁeﬁ kit as the
that two or nore selected froma |large nunber of
pragpgsiesimatonipd éngn@msmrleqwaretd pfagessing ¢@l|sugry 3 @abeiing agent, wherein

an aseptic mani pul ati

ocess erfor
 PESSPe S A RGP ERE Pt 2dna et ivo SR Tt Py Hom a larg
P MNBGscB LRSS RGuife® MrSce@Pcesds %ﬁrg&géjto\% ?)Q'fdﬁlngd in an aseptic
identification data associated with a plurality of
mprgpyilatioderrriafd eatosainthetainas ausei oflieleytiatysiogrvedd tomcessmg tools, and
respective an e conbi ned, processi ng. tool s.
aspign n?f‘(ﬂhi(l‘ ‘gﬁ}t‘%ﬁ“oﬁ aansonalde WD ianRisRtivy o togl BiF’i‘ﬂﬁca‘é’n data
uflqRlyQSEHRA Redplive Kids of BE cdﬁ%&nadgr&&@m ?U%ls pr OceSS' ng
process managenent nethod. Just for erence,
20@4}aﬁﬂﬁﬂdmmih@mepm&ﬁtQWaﬂmﬁarmeddémpaﬁ%mﬁakﬁnhtﬁnuwinﬂm
Publication 3") discloses a data managenment system
cel| PFISESSIRE REOCFTO Bapagrmenh Bebahagenent of a | arge nunber

of Just?fol 'r(gf{er@r?ce N 5&)4% & 7§t @Qémgifter Cr%ﬁ@cp t%néss"PatthePlgo‘filtcg%lon 3"

management systemis e3|g such
dibotie 4 ddtL mbnagemehd bdtetOBinggLhetbod for ihd @ithhdeyre@ast A 18Fe Aumber of
Iurallty of conponents is appended to an IC tag
iflesagusBdS potosk ebperenopoidi ABe ¥fe mepagement suYigmd iedesigned such that

id@rﬂ%az&tgg H&t}a J)ncf'% S 1genal?y ea%]f ¢ aqlg'i ldty o?components is appended to an IC

tag attached to a corresponding one of the components, and identification data configured to
identify a container for transporting the components together is appended to an IC tag attached to

the container, together with the respective identification data of the components, wherein the
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identify a container for transporting the conponents

together is appended to an IC tag attached to the

contai ner, together with the respective

identification data of the conponents, wherein the

-6 conponents are selectively managed on a

cont ai ner-by-cont ai ner basis during nmanagenent in a

war ehouse, and on a conponent - by- conponent basi s

c fé&{e?tts Ia.x%yselg&ﬁ/elkmggeg Wk a%t)nttnngr b%%ﬁt@ilng}ecrasis dlll\(_mg%anagemem in a

sp I cally, e mahagenment nethod conpri ses:

W&hﬂﬁdﬂpﬂﬁtdnrbgw&maﬁeat patdmpodennbadid af@t they aredaltea out of the container.

configured to identify each of a plurality of spare

Metp tsgecm?léh ﬂr?awag%@@g drefid jcA@pidtet: Ryprinpuitipg gpage-part identification
{ [

dfsiﬁ bafk) areéi t!F)J gire%l@f? eg%hecﬁfaﬁﬁ%?l%t 0@ s%ge:] agé %ﬂ:‘ﬂ HA% Sﬁ&d% inspection,

ihtd a@ﬁdr-fphﬂ) Ht iag Attadhddao @ Gbﬁ'dsﬁuﬂ’dﬁ@ oh®ofl tkedphiie fpyrtsd pre-inputting container

contai ner for transporting the spare parts together,
idantification dagrgonfigneed tp Clentify a sentaieds & tmesppiiae Mo prag Reg together, into
a Calgtel%l:q f qt é%g[ attlgchtecli] ?aime c nFa(i\’I%elh Yogseparrvgﬁlptgg{e Spectlve &pare E%P identification
d@t@d)ﬂﬁ{eoipﬁx%%iaﬂg ahd €ca8iR@hfd Pratdssindithe GPAE-pArN&Id container 1dent1ﬁcat10n
identification data fromthe container IC tags to
dete ffosy the gondainse kC tage i) netfgrm a st qenlityel pssetor Bigkripetppn management of
nan%?e nt of the spare parts. Although a
PonShip bet ween the contai ner and each of the
SpaifoRtdr 4 felfidBIp bewdth|tie cHRMTP ahd R oFithY bpafe Pdts Buperficially
relati onship between the processing tool kit and each
sesfmstth &e siowel ﬁqe’delamlaie é?stivngl ttne otogesping tokkkipandsaagit of the combined
i nventi ?. he cont ai h are part r Iﬁ#iogshig th
Prgefige r‘ﬂi’ “d" IR mrvgr ‘8{‘1 ?1%‘1‘1‘ BbErREER ENSBdt ro more tan
aCRRLiGHsRB betWeth AMrafpbit Chifaihd A& ah LARRPO e @FnENYritd 8y the transport
transport container, and each of the respective
cglpanferqméleachm&wtwspwom spore-pd tidenfifiqatien date i in the spare-part IC tags
spar e- art a are not associated with th
gt éﬁs o9 ‘d‘g‘h{hF fg?‘l%%’d“ir 6‘}?"6%?‘50‘} Pyt e é‘”b%lﬂ‘fra[Fﬁ%é’r That is,
theCednBher Baﬁiﬁchﬁm daH‘ﬁquﬂ"lgfsﬁdr@F.{n jaeRHchddnCltal 20 ugeat ﬁsr the stock
and the spare-part identification data are used f
ntah@emt:mc kic., ram&h empaer Sicthy comaigerctiendificaion datatahditthe spare-part
4 e_container identification data_ and the spare-p

gerfeten G rolraata hecentripgdt edpd thereret %ithe ifdependenty, or
tﬁeaxgsp%ag/e sgﬁe %B@H({%nm%ﬁonl &t:; §8the! SP g%‘é} &)[Ma Gl uﬁ the colﬂﬁmer are
respective spare-part i1dentifica ata o
mﬂﬂi_)rlﬁptpafdirﬂ;y thotinadinee L fag) tbdethecwitlt the cxafairt Mentiicivin\data.

nput in only the container IC tag, together with the
corlfaPHEY PP‘&I@ﬁtt"lnﬁ o5t o inclyds any drpEP A8 pUgBETHOR abauf Bischnique

n COCie
a&) u?lﬁuat‘ﬁr‘%te C ;< q&ﬁgﬁ)te‘??Xer%?dz&;#a{n;gr&eg&&alﬂlq %%ggﬁﬁsuo% data associated
wath it RdatiGpéta bt al ai @o4inG esatif@tioiNddta inp@S$Kthe container IC tag of
instruction data associated wth identification
theroptaingr oRtaigtthroplvialiy f praFe wa&érrﬁadmgdbft ppringaidantifisptinn data of

he GQ ntai.per IL.C ta i ne ont
tl#e coﬁt er 1 }Jse of ﬁx onstanéerr éugd/or e s;pare ga ds oraltaltnﬁ(lé 1ng on ataﬁ)er gausmg the

dhtd beﬁésﬁlhgi adii 10 ﬂro@@&h@cl@tﬁe reﬁch RleBkten A6k with theSkOstruéiRn data; and
contai ner and/or the spare parts contained in the

hanghingthe enare regeiwhifegmerfifering the cross-check result.

That is, differently from the objects and after-mentioned elements and functions of the
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data processing unit to cross-check the read
identification data with the task instruction data;
and handling the spare parts while nonitoring the
cross-check result. That is, differently fromthe
obj ects and after-nentioned el enents and functions of
the -7 present invention, the Patent Publication 3
is directed to a processing nethod for allow ng a
pxﬂéeH{ Bbddi¥n,Ofe BRAT PuDRalich § & Jﬂf‘ec{éﬁi@@g SaREKing f}ﬁeﬁﬁo%dfo} Blowing a
.e., stored in) and carried out of 'a warehouse or
plufaetyl ofkgpatenpastaob e maEng@blyasuricd igeli.eckiowd|iy) amhagded out of a
the spare parts as a whole when they are contai ned
warghouseeg{heslikg dp sush a {mapner pyda selgﬁﬁldelb Aragage ﬁgrsgare parts as a whole when
{
PR S e By 0T (s 5 Y P PR oty e
taRdnoneofaly @ataler @shedkt. forth in the appended claim1,
according to a_ first aspect of the present

" niperaTah achiqyg the aP%vemb&ewé deteortbinBe arpended shaih ﬁgacaordmg toa
e
b LPRERFLDD 1 BARRAS: S BSARL ORI il ol rocesing
prid@ds€tol il pevibiinzh in &OMPPticTRMiputatibil AOBY Gl of ARk EdsRly material which
consisting of a cell associated with a specific
CWSeaémgogﬁal Baietig) reenyiing @ﬁﬁ call ﬁ?se@@s% wwg a gpegifig pgmple and a
c tqn%prged?u% : ro%gs\é%n? 0l %ft ﬁt gecp il ad RESSHS gr()%cr: (s)i(r:lg procesg in such
suc 10 Wa set of s Ty
a ﬁﬁﬂ?ﬁ* asecb @roazceeges o @1&@w1yscdnnﬁ{eu q*d@gssa;@ t&UlkUﬁlelddldg $M unused dish
and/ or an unused centrifuge tube to be encl osed
andfps ﬂrevrnrsedemdmalgs &va r%hee%ngipssé gismim gnd @@paratﬁ erogepsing toohincluding

g nmet.hod co rlse p e- appendi n
a {g'hermcai: a%enli egge Icr:lgt-llrl;(r)r@ﬁ% r1 es %re 5 %%g, tWérg €SS O“%fnmutnwgﬁon device

atfEIRA &S B PebckBiab tdol kit, klﬁllaenhﬁ'&iﬂbﬂ Ma:@sts@m t6l @edratessingN&A kit and
to the processing tool kit and assocCiated with too

assWﬁndl Witle toro] stentéfeeptéonvhitec Whicls iuprieeb! gssignai tgne@@h plothe combined

ach of the.c r.oce t ool ncl os
fe e ST BBt PR M el B §0d et pdymunicaion
dSRBTHURIERd QMorrblBWidaR el FCURELohBIn® £BELSRPRRAI BR-APRg, in a
of the conbined processing tools; pre-storing, in a
@Wubmat@péatatpg@esgm’g aungy (p(p@@.smmguqmpntqma conﬁgured to indicate an

. proges stryction data confl ured t di

m?tﬂ’é’g?’h i ﬂ}‘? PRGBS IER I i 8 §?ﬁ?§‘a‘ﬁ$ %’gk§t i’?dt 3 P‘“ra“ty of

b1@1%§19’8'n@aké?gl M’é&tllﬁcﬁfon ld@t@%m@e]?!ﬂﬁgﬂéd‘ th Yes ?ICUVC ones of a plurality of the
bi ol ogi cal -material identification a uni quely

biglegicyd mexttritls, a wepkig tof vtegeoﬂeﬁﬁcn’nom dgh uqueily( assigiedttdr espective ones
bioIo?lcaI mat er.i al s, plurality of age S

of; ayRdpreliyy jof segss et dhsiosl! BWF??E}% 9roae§§.agtﬂ%rahtw thedpnd ddepijlcation data

I f £ss

w8 uGbndd 8 MR Yol oS hEURLRL KICORM MAGERNLH0 and o

plumiit e the latssmgﬁamoﬁ datsi @sipety asvignadre sespéctitdrence b predity of the
and.segﬁrate processing tools, and a plurality of

Progeesing too} Kigth (CAYsing wsﬁesadﬁaahngnwatuwmﬁa@ﬁé@méwd to the data

px%@e§sfi)r?gk&tﬁtvﬁ) 24Che Qlft 1c%nt%cgtr1 da ayprg Eépd)tell?(%d t& {htg %%%ool nzgld causing the
, causing a w re ess

datD proosskiagtual | ty chodteeat bitrh &iaeofdmé dlurality of kit identification data

associated with the process-instruction data, and cross-check the read kit identification data with

the arbitrary kit identification data so as to output cross-check data indicative of whether the two
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processing unit, to read the kit identification data
pre-appended to the kit tool; and causing the data
processing unit to choose an arbitrary one of the
plurality of kit identification data associated with

the process-instruction data, and cross-check the

read kit identification data with the arbitrary kit
identification data so as to output cross-check data
cloBbERE ¥6 B APl U8 b, v, QRS R By cup
cro@rthedkroad itdiaites thigci@utbetween (B 380 chgakedtad datd, Atlowadt@Snvolved
~coi nci dence between the two cross-checked data, an )
o e rcall FFOCERE | PFeEss i pefpliedotol farmyr tBe SESESHEE 3o ddlsigto] e aseptic

[ d to carry the processing tool kit into the
p%%?%%é%%Lprocessing area. As set forth in the
appe 8 estnGh depgend@icdamd, Rgotkimgao 5 ecomithspgpeahe msehtifvention,
present invention, there is provided a nethod of ]
theggrinpronigedha wethpd pfrornaging meelbireceasing rrerepelo he perdrmediin ay aseptic
m%nn1 8§tlec¥r)1t Arg bn%gei %P laatr(i)c%gsinarl% rti) winéh O(Em QB %Cﬁgl%i 09 material
Fabefial “Whreh conpﬁfses:ga Hro oglcaf material e
cEBBEIgSIr b kA1 Bfoctdatlith APENEI PR ad & Bul@reSR&GInt; ilaGrocessing tool kit
sanple and a culture nedium a processing tool kit
pispasgshineaiivanee gl i e@l procasieg pricess pr Gediss imagnasrag de sdow g set of
uch. a nner _as to l.Loyw.a set of .selectivel .

ST RS xR Pl Rl i RFen G o pifuee wbe
t nBlose@NhddditSAE aGERtAtd prod8sihgd 8! inEleib%?a BREAi&S @knt, wherein the
therein; and a separate processing tool including a
Pobrssig mhtedd éntarriedhinip dhenpseritie mapipulebersireggbynat enciagr involved in the

arried into the aseptic manipulatjon area b n .
cFHEPHEETE PiTy oo M HCEoTRRRE [ GBSl o P fo o wirles
cc;[xlﬁﬁqrﬁ'@ﬁg}p&vﬁze BRAch&ED eﬁ&%ﬁﬁee&%lbgeﬂ Ric&ssiap RRNGAD BE endi@ed in the

a W reless conmunication device a?tached to each of
probresiniobl kiteolpdatiésatiom datt wodwlytassiped eneblosigbe ¢ombireé processing
pﬁpcessin tool Kit, tool.identiticatiog dat a : I
001 RiEAPRINLE Iy hEYCIES CRANIGHIOR AR ESHRL fﬁ? Begsgrgige! kit, kit
id%&ﬁicﬁionﬁfa@f @QE&Hd{b i prB&sé?néMoBl_elLi? axl AsOSEHHA! \giﬂ{ 18 espective tool
device attached to the processing tool kit, kit
idetdiobtiohi datat dfahe clautdned gsacgssing tbws; tpnestringe 858 corgputc@oberated data
kit and associated with the respective tool, ) )
PIOESTIRG {PiEaRPEH-ASUSUYY dith SORENBT Ne NP EE 8 SPHECEGof; the cell
- . . er - . ) R .
P A e A S PoR g L AP R ion dan
urdiuelynS4igriaa td ©speétve ohdsf & plutalityif deasdogk@l mierials, a plurality of stage
_associated with at |east a plurality of )
idpptificaigncdaia WHeushi apisnedelat ietreetirei Bee he iUty glistages of the cell
pr%?%‘i%gﬁgg(g%s? ﬁé@%@ﬁfﬁf%h}é%ao? gq%ﬁt}fgz%?(%ydg%%@%% ésseg];edt tQ ?espective ones
off fhe tbinbinéd hidogtpatat PraeBishid @bils, a8 iagm@dlity Qf RS Rie GdehNeation data
ones of a plurality of stages of the cell processing
upRusbieassigned iptegnegtivietopesoff a phigalitiodf]the rieqessinfe teel ity vawsirtea wireless
readH qllilneltl %Pgri%suzdcggb%d ccgn(r)lecrte St? %%tdat\t/lepéo%gseslzlg bqui[&rtélr:]esil 91%32% i{l]eﬁlgﬁcation

and separat € processing tool's,
ddd prelaptRAdddfid hetieRssdBiunication device attached to the processing tool kit to be

carried in the aseptic manipulation area; and causing the data processing unit to choose an

arbitrary one of the plurality of kit identification data associated with the process-instruction data,
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uni quely assigned to respective ones of a plurality

of the processing tool kits; causing a wrel ess

readi ng unit communi catably connected to the data

processing unit, to read the kit identification data

pre-appended to the w rel ess communicati on device

attached to the processing tool kit to be carried in

the aseptic manipulation area; and causing the data

agcf %gsc‘ﬁédilQhé"fé klii Qiefftmm B w1ﬁhhé Lr'i)ﬁlra% lgﬂgergfﬁc&ti%ﬁ data S0 as to
urality of Identitication data associated wt

otnlpet Ppreodessa daertmmobn o wiletha, the tv® aod- chafoﬁaisdamgelcombnéem with

read kit identification data with the arbitrary kit

cpieorher i1 ba et grepsachsek dpa. pBerelypphen thaoyipd ops-Gheclggata indicates
PR A0 R SHIELICUR, 00 6 PG SF RO & cary

pedc@Siag abud it 1d1attﬁe adspiiy goyessinghesa, talﬁer @utipgithe data processing unit to
cross-check data indicates coincidence between the

apspgiate rogsciEip iR Y thmphiraliphef biskasiselopatpréal danifiation datg with the

r&?gcﬁye Iolaﬁldergff Qﬁ%ﬁsd ‘{ag)f ttk%oéomlﬁ n'éd #){1&%& B fooftS %85468 in the processing
processi ng area, arter causi ng the dat a processi ng

tabNikit; b, vaes Qkd adtput ar&pPeldck idatadndicadds doda@oftidénat ibbtwead the two

bi ol ogical -material identification data with the_ .

croespheeier \datat e lopgrafenis jistraged torpeefatm ap prrerHend pahiyhile gtopping the
Qcessi n tools e roceSS|ng t oo

BEBFARTHRheRBR Tl NELAE TR kB oREERRRRRA, e cat es

NO N GE fEveH iﬂ@l&%pé?ﬁ&d/\@ﬁﬂx 1, PRfekadly, the hiRESd 6 @thad tidapgended claim
the operator is instructed to perform an error

2Hanther inelydeshihe etes plopheme phleut aresskhask detaindjdateg ceibrddence between

tl%;gv%e?r%?s ﬁt%(og rﬂiatlé%%llolg\rgx%gﬂx%g%era Oélqt I ni‘x3 ! oé}eesé:’ulggl flaors?e aléeck data
iR SRS cdiftideRoel Bhdt Aéh @Bﬁﬁ{ld@ Q'latﬁl;ﬁdcegsmg uh#id B88ciate a specific

i ncludes the step of, when the output cross-check
ogkatod fhe dibleralite s ot dioheeicdmateriah eldm@natlonhéata weith the reSpective tool
ow ng. t he op erat tg(hcon

.Ccross-ch

EHEFi e o J0S BHER! FHPRIg oIS SETOET dp (Phdecssnd tol kit

v@l@ﬂeiﬁék qﬁ%@rﬁtoaﬁ%emﬁ& ﬁ)%dﬁ& 140 ﬂr&@ssﬂ%ttéol Fllftqgtgﬁ% J:J,Qotlc processmg
unit to associate a specific one the plurality of

atgh ehdgpieo dlhe- predesnirigatbolikitexntas fd ©lkd Puy thedatrdingd plocdskieg tools from the
respective toqgl identification data of the conbi ned

OBer“ HOSTHYE tf’%lg‘t‘ 's enclosed in the processing tool kit,

%@tfﬁ)ﬁﬁ if A€ aﬁgﬁééatc%mus Rﬁf‘e;a[ﬂyt §nel‘ﬂe lhf%th%@@étﬁmrﬂhﬁ‘l the appended

proceSS|ng tool kit into e aseptic processing area
clhind 20peh) aftrethp reooehmdh@ tsqufokmdd sldleasoppingttak @slo wf carrying the

t he conbi ned processing tools fromthe opened
PRFEeiag wrhgt iplghe RFRIC PRSCSEIBE AorthapRETOF Hecappetigatart the task of

t forth in the
abp %0&£§%§5£%tmﬂog@a& &gﬂ?eﬁ%@g%%or handling is
pemfscsétrmdh whihk epsdnogipilaig 3, pectératg) thf medod Yot mgtht ifeny one of the

processing tool kit into t he aseptic processing area,
apneedeg sy b ¢ Surheringludes hersteprof stusing therdata pragessiig unit to instruct

dﬁ?l%}é éézgllg thowg?cg 1’3% eptlg grotce%glllg alfr!ag to dlSpl(E)ly ¥h|'e] %ut}aﬂ?t cposs-gheck data.

As set forth in the appended claim 6, according to a third aspect of the present invention,
there is provided a processing tool kit which comprises: a set of selectively combined unused

processing tools including an unused dish and/or an unused centrifuge tube, wherein the
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As set forth in the appended claim5, preferably, the

nmet hod set forth in any one of the appended clains 2

to 4 further includes the step of causing the data
processing unit to instruct display nmeans provided

in the aseptic processing area to display the output
cross-check data. As set forth in the appended claim

6, according to a third aspect of the present

. Ci e i . . : .

R B prk RS R oY bG8 e P A SR IS B Bocthappoeess ©
bP pEHBAHRE&] iNGn h@pliSprbdeedingthiréagar@inuseinid Siecbelllp®bessinglprotesatogether with
unused centrifuge tube, wherein the -10 conbined

ainlpgieg! preid shidpa Weice!! aperiandctidisened fremply apda culture medium,
até-{lcgj 'cy saeﬁgrgte ];ocgss&lg Itolol RER&ES 2 LR Ghi & Q%gegt? §n& 9 wirge%s E&E&l%{xfﬁgﬂ device
N an as ptIC rocessin area, a used I1n the ce

afdcBEE GSlcROWRIORL & KiOgiehtTRAtion ddh asSighddoloogé alcessing tool kit and
material consisting of a cell associated with a =
msedstherctaansran dickitadenifiaioe dad teiatodny tetogloidentificaion data
I e e R
widisN Gorthdnida@NdbideC atdcia @ah aoa&pb@itdodeOot R combined unused
processing tool kit and appended thereto, wherein

prokessikg toolsdent i fi cati on data is associated with too

i denti fication dat which is.unj | v assi dto . .

S50 B Buc LS Do Skl 2551 15 e menion
HRRPB A% FrocddifieloBB Rit GORIM Hh Gl ProcekBMib GPstéth,t WiIER@E the cell
to a correspondi ng one of the conbi ned unused ' .
Ppressiag siysigmtiodhdes: Ascogwtitef-epetdtedi data peocagsipe nefeid prstsédrmg  therein

7, according to foyrth aspect of th resent .
PchFRHETFOn DehEPE e 13 BURAB b eton e h i gees e process and
afsBliatttP Rith B 18usCEHILraRly Q€ 6RRLRY-SH S MentMSoR 1 dBta b RuaE hdsigned to

processi ng systemi ncludes: a conputer-operated data
ISP es smen of lbi'q'lxtgiq;k awaitids itnge Bm@ﬂ ro the :.:ell processing process, and a
oGt Sekit G GAISE Bt rDh BBy O UBESE Cafe @ Pty of the
pﬂ:_%ésgiﬁ.é ab& Cheidd xteJﬂm%& f{ne ARt coft ﬁjoéégéﬂé Eﬁ()c&g; and, a wireless reading unit

bi ol ogi cal -material i1dentification data uniquely
casmiugeuthlyt nneced pebt dareprocessngdinitbi Theqgoessingradt] &it cahgises: a set

to be subjected to the cell processing process, and a . .
of)sfe&fté‘{eil)t csf)m@fneg( pqus?dd.g?ﬁeﬁs'u}gégql? gﬁlogéltt]aergﬁ! adﬂl a Weless communication
AR aqg&gd {o%aghecffl%ﬁego}n‘ﬁﬁxe@ Hrﬁﬁe(ﬁyr c%ssEngscﬁg \'N{Ai}/e h?lt’in% H)%l identification

processi ng too Its require or tthe ce processi ng
dfth 0Aig6y asdigfledato whahadfelsScofbandil NAusedprocesEOIIBLIL latdippbhdéd thereto,

connected to the data processing unit. The processing
whersin the pirglesppading suit as adapted tof reacbihe kit jideatificaiomeftherg-appended to
. . S| t pol cl therei n; an .
o DR G SR 8 o e AT, JdBEEl oD Hoigary one o the
plubdity,COMI jdamifiviids Aeka REVERSS With tHeQRb@ssWhdtluGtidAadataNghd cross-check
tool identification data uniquely assigned to each
thsfreadhieit emtificrtisd danusdicthp pbiesskinslentifishiionaat. tppemdedesult of a
d!g[gtgngrt?atéigﬁ 1 we%e? Ith:é ﬁ\téfcl;] Erlo%/\sd-clrhgclzé%? Ig?t:iq %gg%"g‘%d%g{f"tgh Ea%h other, in the form

o read
oP EBssABR&NE@d whérein, when it is conformed that the output cross-check data indicates

coincidence between the two cross-checked data, an operator involved in the ell processing

process is permitted to carry the processing tool kit having the combined unused processing tools

-11 -



the processing tool kit, and the data processing unit

is adapted to choose an arbitrary one of the

plurality of kit identification data associated with

the process-instruction data, and cross-check the

read kit identification data wth the arbitrary kit
identification data, to output a result of a

determ nati on on whether the two cross-checked data

efl16sed ﬁfextltﬁi E’ﬁcpgn Xg'eﬁtﬁ ]ﬁ@c%gm%tap&r amdI Jﬂ)eﬂ H\@ p;cQEsgnng QJOI kit so as to take
cross-check data, wherein, when it Is conforned that

otihtge cinitned vatised srocdrseﬁg(todmfam thel bmédelsoceemg’tomldmnafezr causing the

betmeen the two cross-checked data, an operato
dpifVRIPSFETng Wni He ePciqh Gc 8RSiTiAgonepPlodiss §1“F"’é‘typ€f iclggiggl-material

1&6&1@;@%&}/ dEQewa e §<§Sg{bﬂv$ Q&J{ 1%&1& Qﬁ'l\égn gpeﬁ@e[ab{on@rg wireless

unused processing to enc ose into

cafimasiefiibh Gevide® resisdd M@tha t@ehined igusad ﬁlﬁ)cdskiﬁg foolecessi ng

tool kit so as to take out the conbined unused

pr St 8sFifig embyliment phik pieEenbigemEer. tecewss Mapilaion aggador the cell
pRtkSlhe SRUSL N deligory SRKAP ARSI Dlrdy LRicRBOSRE] AL receiving

shc® If&ghaa@umﬂg et the |pﬁﬁ6§sin§hﬁa’ﬂérianbr ahad & thé ©dll prideessing process,
respective tool identification data appended to the

Swhraéltl@s@foceémﬁmm daendbwn W&W@e@m&ﬂs ¢ dewving ag peerator to carry the

nbi ned us Qcessin ec
pro n%sma% mate{uq 1?/0 q oP[he reecglé/lﬁl aﬁ(\:/ en ethrou h; aﬂc? BES eraklon desk which have

amlewkaﬁﬂgqmnaguelaag‘ DieadeP @ vaRleks anmh@g @864 BGchPaa@F% display unit.
preferably equi pped with: a biohazard saf ety cabi net

Aljpingtivelyathe aseptéscraniftugon @p@@@y melrldermll mmcmsma tpsk able arisiglled in a

celrI &rsor?esg’l 0% Bt egdltal(e f %r ou, % S S t1c ndition, or, .

HPRESLIAGOPAECBEEE 'S GER “AEPREEIP 8“%%%% r‘f& B i t

nﬁ? Be @Rell B@@Js&h@fboﬁﬂ@ﬂf Qfertiflan @bérﬁi@n [48ska s m@lﬁ@erd&tlé?éouksﬂie and an
carry the processing material in/out of the

OpEY ] Wﬁqgnf’sfp sowte heripddion yethg aardipaltop pethatlikeon Ideghker case, the

a wre adi u such as
SRl sigp pe s e enelre Aoy gn SRR sppgepertorm cach
ek SVQ‘J]I@YlS]HQ{hE wirefRhd I@Jd‘i}%tdn}“{é Yia ;eg@er)até SRl identification data, such as
meni pul atTon area may include a cell processing task
af ablnmanwteadﬂpedled v tae wireless cpmomesawnglewoao(mgarad IC tag) attached to
aged to keep sgrroundln S in an aseptic condltlon

5o ying dnaigriglaried imraukotlie aserbigniapipalagion greey @idiprogschecking the
&8 ‘?Jeﬂﬁﬁcg{}m{j@d?e{(wltﬁ a s&:%ff@lolng Gf ﬁx@ %T\E&ﬁw §£} tqgldeﬁﬁﬁatﬁ)rﬁ data associated
operator performs a renote manipul dion using a
with nbepprb@bsainstaictidnndatal ineding the elutdhier ofpas@ored kie idemifteptidncdata and
mani pul ation area is preferably designed to allow an

rator to reliably performeach task, while using
the wireless reading unit (e.g., a reader) to read
the identification data, such as an |D nunber
IﬂHEFBBSGMWEHnﬂOFUhEnmewnaas conmuni cati on devi ce

., .an ICtag) attached to the processing

mafg? ildp aé(g}emla ipgramg genstally éhOWl%ﬂa@@mlplé of a cell processing system
TP BB AR SR BOS RLO relegKi ng (he  read

a sp &citic one of the

pl BI@biig eytaﬁlf: sHoveng ke Bia!nfplecdﬂdsp Nerflaih 8acASHECH Ak Speratibd 6T the cell
the process-instruction data including the plurality
rorespipesystearieblGl+ i dentification data and

FIG. 3 is a schematic diagram showing a room/equipment layout of a cell processing center
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ot hers. BRI EF DESCRI PTION OF THE DRAWNGS FIG 1 is a
schemati ¢ di agram generally showi ng an operation of a

cell processing system utilizing a nanagenent nethod

of the present invention. FIG 2 is a table show ng

one exanple of task itens in each stage of the

operation of the cell processing systemin FIG 1.

FIG 3 is a schematic di agram showi ng a roonl equi pnent
LR B B S P a S ik GO BRI 1
ceFIG priocpsgeaFe sigstshowing otel éamdle of &biGhazatd safetf cabinet for use in a
per spective view show ng one exarrg)l e of a biohazard
c@bxfr%qewwq%@tuﬂhmg the élaﬁ%elaem Bethpd pfthcrressntigyepivie ess

ut s e

I n\h;edﬁ t% I1§3%tob E%@Eg@gﬂgg% fB‘é‘éstﬂg to\g}{ keI{N Jlg%rgl\/\? f]og(glg embodiment of the

pRRECDE a/shtidg, whebin lal det ar eswfcdvan;g cémbimddepredebuiidi 108l suolh as a dish, a
the present invention, wherein a set of selectively
ceniyHiBgefabE %‘Fidd’é%eg?’ﬁﬁf qn@]@feg in gﬁ@ﬁ)cg%m& to9i ki anchtool identification data

u&gur]etl [ Asgluxge% ’[t lélak%ﬁ iﬂ’? cgml?é ﬁ%Ssm 1€ 1;5] %ép fic?eg tJ) na{d;t%g attached to

€ss I on

au&f@p@hmgaﬁ&f@mmbme@@e&s@ﬁg thhe con‘ol ned processing

tools is appended to an IC tag attached to a

c oF ICe§pm enhn!gat@rfbag@qm shewingaritsPasesingonaier sl Bickiging gis|psocessing tool
ki gre ruse:arn | nccle E)?Orcr:gstslin% eoql%cl%%&%?gﬁlh q%\% rr]rgfagex‘ggxﬁ < eiﬁl%dno% the present
ivntiohe cell processing process utilizing the

managenent net hod of the present invention. FIG7 is

a Flowchar flovdhatishayingtdtks inrrespediye stagsse swbaigé@geSschmoduction

as sta es..of rodutlon e reparation

sGuS ar TP oSt HGe poRrsinf 13 7R Se B SRR TpBE alEhngutiane
mih42efent niéth'oh hbithgdo orfRABIEHEBR bLf B HRAG RC&ALAI Ng to

one enbodi nent of the present invention. FIG 8 is a

f 1 6lkeRaista B¢l ghqva%mksnmrrewp@tyt istagess @b es , stagescdf preduction,

st ages of uct i st oraqge, pre atlon and use

SeS SrpBRuBLPAY 1 brgerd (0 o PR o s B g R Selcing the
iRhRERSHE nddtol h&bRthelid@e ABRABGTBNhe pB{RARVAGSOr di Ng to

the enbodi ment of the present invention. FIG 9 is a

schEit isca ehihargrtgndigdionishgviag) an istrnaioh i sbeet NoedtasNme ekample of
as one exanple_of process-instruction data for use

PEORest-HBrUESPR dg53 E dsssip i 51 GERESIG PIOPYss iyiRg e management method
o BRAYSTBD L BRE RO of ACGELA Rkalih, L he embodiment of the

present 1nvention IS a schematic diagram
s hola. mQistansehematib dingrah shvvaseths hingbet ofyhrecesig ties §0 Person required
required
for agzell processing process for a stem cell obtained from bone marrow.
FIG. 11 is a schematic diagram showing the number of processing tools per person required

for a process of preparing a culture solution from peripheral blood.

DESCRIPTION OF THE PREFERRED EMBODIMENTS
The present invention will now be specifically described based on an embodiment thereof.
FIG. 1 is a schematic diagram generally showing an operation of a cell processing system

which is performed in a medical or research center, a cell processing center and a processing-tool

-13 -



for a cell processing process for a stem cel

obtai ned frombone marrow. FIG | | is a schematic

di agram showi ng t he nunber of processing tools per
person required for a process of preparing a culture
sol ution from peripheral blood. DESCRI PTI ON OF THE
PREFERRED EMBODI MENTS The present invention will now
be specifically described based on an enbodi nent
rﬁiﬁ@fa@tglfer (. eFIaC%upﬂ'helr A @m.%gch St%@ésblﬁg @Uoﬁsg B?'ﬁh@ﬁﬁgea ﬂlahygement method
show ng an operation of a cell processing system
awwdmgKSMQ@ﬁimnmmdumn a nmedical or research center, a
cel| processing center and_a processing-tQo

- 13

marftPpuRing theyprocessgs illugirated i FiGS 18 pnd, Hy & sgmpye &Es%‘%ﬁ&ed to a cell

&ﬁ@és&% Needdlid LIt P8n 5%29&? maﬂé;r meat Deflcal BC&0%AL RGEOand data
t he P sent | nventi on. sum ng he processes

abbult tietcbdced sanplé{i €Ssanipl: dataglis 1églsteﬂe(ﬂagqﬂ{e6wtth)ddj£about the donor (i.e.,

subj ected to a cell roceSS|nngrocess is collected

dopgsrdatp) patthce mediea o apsparrlh ceptere dihen the collesicd pmple (ie., biological
r. l, |

Iﬁa%xl}aﬁ i% 8@1{1@568' IEES rcgfgfb,lgt&e'er e(%gpttsglgée { tt:%g dg_(t%al_lgl aaBt Ceell processing

o%xli't& @Papkogetherewith cEl@ROfeqebat @}a. i Mn tﬂa&enmdtlﬁeahccép’tance ofﬁce of the

research center. Then, the collected sanple (i.

Colthsgiofigited seaplsrip apybigeted depR peserlance desh apgiten élaﬂ s data, the
R B S P L g PURE SR v

(.heunGel) proctsding BolaaE@Nhaiee a 6dphiataneded phRessibE ool 4dder processing
col l ected sangle IS subjected to an acceptance test,

tgm dpttpr@hreti kreal a/nap:*,eé oﬁfg{eatlve{yh‘@mbg)gq}] vrusgfbpraceani tople to be enclosed
ata are ed as

t erentx %gqrg(ﬁlg?de gybar%‘rf)?esimg toole%anutfa(c{ ret, and ? gn%g(P eg r{o %he cell-culture

BIPERESING ARl CPOI G thGliLdREe acHRRRE @Hﬁe WRURACPC, the accepted
processing tool and a processing tool Kit prepared

Uln@seé btogessing toet is efgistredde ¢ Thapethy saemdy(i- neuwl@gla@e@teﬂal) is subjected to
lcessmg tool s tohbe eﬁflo sed tt gropuced fth
RIOBTERe TGy MBI HRRT Rty 0 é‘h%{‘ ‘ts?Pé’ﬁ PHag e of the
dplme G8dd, aftdd LEdi1QionBE HE RiGARA I xfobééﬁn%)@roéegﬁ th@PQ)cesls&i sample (i.e.,
the cell-cul ture acceptance office t he CP th
racespt Waogicrl m@dalpm@cte@mdn‘ga prosHrvatign amelgxr Qetlefmedreaﬁfhetn according

t he .sampl i.e., biologic mat eri al S

1 SRR ik PG BT GRE4 ¥ BEPHGTEIE o e Sobsesenty. th

cQﬁtSﬁﬁ&Sc%thlgl %Q{QJ prbd%ss@({'sa"ﬂﬁ) S Cpxﬁ@e‘@ée@ %io%gﬁc@ﬂnﬁ&%"f‘) WAl be delivered
he after conpletion of the required cel

fpmthe@l%@ xr.gthpmeche}s 81 redelweh pmec @sé abhisistpd ® thd paﬁem (1 €., the donor).

praocessed biological material) is subjected t
pr €8 AhRYE; ks Ardrarredidn bs rsriprhedeaceordine do aé%ffa. #@da«r@ @perating

p?Jc@ é &I’dp) g&ﬁj% ﬁfltqgl YL BR1p }@%ﬁlah&%n Iﬁ@}C% %da tblne howing one specific

cont ai her Subsequently, cont ai ner
egamplaion itasks tdde péxﬁﬁﬁ&s actosiigploesuch .a8. SOPr acehswdl in the example
biological mterial) will be delivered fromthe CPC
ifystratedingdei % 1 2 Spplesglegtienstags it avancy ofa slreriessingrsiage and a cell

c{ll?untz thge? %tcfogcgtID( Au?rn%er istcpe?iteg %{] gurc}ra manner as to associated with data of a
sample (i.e., biological material). Then, in a culture acceptance stage, process-instruction data,
such as an instruction sheet, is created in such a manner as to be associated with identification

data to be appended to an IC tag which is attached to each of the biological material associated

-14 -



The above tasks are required to be perforned
according to a specific standard operating procedure
(SOP) conpliant with the GW Regulations. FIG2 is a
tabl e showi ng one specific exanple of tasks to be
performed according to such an SOP. As shown in the
exanple illustrated in FIG 2, in a sanple
col l ection stage in advance of a cell processing

wrcﬂ; &g gorg)QgD Audiber Iand Ergl‘otc&rsﬁ %‘Joﬁ%’lch%redl%@cp Is dA @o&%%aterﬁl when
Created i n suc nner &s U0 assocl at

eaflf task dSipmtein(the Blstrucbbrok}ﬁgl i€ pdrfofmaédeini thd Jell pkbr@skingi ploddss. The
cul ture acceptance st age, process-instruction data

m@we%ona%leeé Fandaenially indestes Bt pbout spregeswtasatpipl sgiiredgfor each of a
pl*ln%&ﬁ gf st es E)fg.he CC %§o%gsc§‘1|n%}n%ges V\ﬁt’l 1t%]rgse otbeE) %ﬁéao R eac%%‘fﬁﬁ stages,

toe

ar@fotlkheasmlmb@@dsaakd ede@Niadr. associated -14 with the
donor | D nunber, and a processing tool, which are

usiedg. %ghoals cﬂ@@@@ﬁkﬂé a gueeshpngll colhpiaceswaggenien&PC) 100 utilizing the

m%)ree]tge tgcr)docg“ etlté\.eh eresle Slrtwrerlilt?t ! Opﬁg %Fustrat 2 r Eg(i‘vtaglgx{'{e utee {(])r a user or
ofetafifl aavlﬁéhtlawqmrddmap&athaﬁlgni amsa@w hncﬂesﬁl‘h@%ﬁﬁ b B@nsport route for a
material required for each of a plurality of stages

prmesqntgemcteml inshidine adiiciegient owteral and askoqetsmeoqlowlmél is required to

pag2¥ dg%g bggcaglgg ;fr%xnrgg é{f gee%ré & ng el'crllst’ﬁ besdi\é\éalr(led after
coﬁgm &f0he 2elf YaReSRaPHEcsE labeoRiRC ﬁ)3$ﬁen ths@RNbL shdeCPChhe cell
O utilizing the mnagenent nethod of the present
Progessanet F@hﬂ‘ 100 Ghas 31 piebargtipmiresn aZﬁmv agmepatatipro gecen f199 aad a cell
user era whi ch is re ass t hr ou
Pl B RO (el S P! D RAAL BT S BRP T B! © 306
an@ a sHbRAtBR %20‘3 9o Q@;) efd. 324 da'tm}nﬂﬁidl RO R Bl 9}09&§1ﬁégystem to be used at
material and a processing tool, which is required to
lepa®s pedfimming Hheacep) pswedsing progesd, @d famammageoreht rooutl&0 Equippad with at

RO RN T A X -

T}Jﬁﬂ‘ﬁlﬁ)" Hl%tpkegéht ﬁggxﬁlton reTzngs 16§ lnletho@ I %ﬁééeﬂlgnl%? g kgf pr$&951ng process
as ‘a preservation room 120, a preparation room1l
to azﬁcbeefomki lin apimihmds isafery cabibat r3@3 r(hlmmﬂtéﬂ refead ho @fmply as "safety

%! ed wth an essenti al (fparatus (301 to
Ca@'@@ﬁm aﬁ’éﬁt ed H’o‘§? st} IHHCCESZMC“{"HG ind'IG. 34tocpggvg as an aseptic

sed at

o STIOF 2Ll 1 Shle BYRRESTHAL, BUSLARLAAU5e0 o,

a Fenagenpiipettive Wieiwlﬂloﬁﬂlgloﬁ@ eghnipld 6f @t aseptie asdnipalaiais Brea to be

station which i s a data_processing unit for managi ng
usehéurigp eicelbrreesstingorercessyilinge gy stappaementypsithod|of {he present invention,
wlB%hec%?rng {uﬂ\((? ﬁ]lg sa%! ca%me{ 503 1lﬁu%trzﬁ JTgtqu for rranagerrent

of a cel processYng process fo be perfornmed in a

bi Fltl&iﬁ@do;ﬁ;ﬂirﬁhéﬂv gabziirrgetpr&%ix{ghan it Babidalg 16 8hdniddintedt of the

sinmply as "safety cabinet 303") installed in the
present|invsptinde s 46 H@Wem FiGr B theaueeesstp@ tooh kith@ a3set of seleqtively agmbmed
pr&créfs%}sge (t)lls Couc ngsnr!l E]ﬁ ae} ce(r)l ﬁl?ﬁr?:ta? W@ anglagt‘[eof%r %ssel 1rr]1 e?l processing

use
process, which are enclosed therein, wherein tool identification data uniquely assigned to each of

the combined processing tools is appended to an IC tag attached to a corresponding one of the

combined processing tools, and kit identification data uniquely assigned to the processing tool
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FIG 4 is a perspective view show ng one exanpl e of

an aseptic manipulation area to be wused during a

cell processing process utilizing the nanagenent

met hod of the present invention, which corresponds

to the safety cabinet 303 illustrated in FIG 3. FIG

5is a top plan view show ng a processing tool kit
according to one enbodi nent of the present

v : P c : ¢ .
o BEBRET o P I PR 1 B e AP LOCBE T P LBl b o o
asSa¢fedasitia rdpetiye aol elehdifichtilgeddtal be ttenandined pedceRink0bols. Data
use in a cell processing process, which are encl osed

coregpPpding oiprekibidantifisyionidae mesorirted B reseretiye anl idepdfigation data of
' t 6 [ r i »
oSS SRS RN s IR SRR O MR O
of FdrReaml€ i shet cabifE 865 mBYbd Pah&], in aRGbiksHape which has a front wall
identification data uniquely assigned to the

prpvidede wih g ensopble/dosale shytter,j apd gipiseatiediat @ weriviee spage 314 for

o 5 ek BG5S DRSS Bl il B RARE s

shufk@Nthé fro bl @Tordtal it hn 3@ GOIPRRE br PIRERSSIsBIr bP&htS: to carry
Data corresponding to the kit identification data

a progroieanaeriahintct ofdbqrecsivingspeasgit 4 hgeshrduih.c dlGohshaws astate when

a gxfg){oéczgleﬁ%ﬁi%?lg hgc da&gatr (% Sa?sg)lgigt%d -twcﬁ)tglasdolngr‘sgsrﬁlzetﬁlgbgl[)ee gubﬁegteg "% a cell

Ssing “uni
prEeiY, @nd bhRiteR T Bidundaddnitkd 303 BBYgibS nfa@FiBEEbnkahed 321, and a
cubi ¢ shape which has a front wall provided with an
progesirbioel/ lol Ddblieg shutused distapr! dnnunesed aehtyifuge dubg enclosed therein

recei vj space 314 for perfornmi.ng a cell pro i n .
onf el O e PRl oopipe e h e PO IR GEo3t98 ety | adtgetier with
ianfdnal E&ﬁaine?b{é&?hea% a dish828 ﬁrﬁin:; ce\@@ilﬁlge nsbe 307 ARG Wk 1rBm @A additional

insertion opening for allowng a user or operator to
pro@&ssing tog kpbp opsgignisy additienal plocdssin®igdl ki), anth e cregi@i-wgeneontainer

pace 314 therethrough. FIG 4 ows a _stat n. a
21 OB ol @ bRt anO%«é% G5 JBY | HE5SE BPea i tged for
P onRe , Yor ‘exanpte, : ) 1 ispo j ¢ safety
WHEBRonBepaIRY, ForleQariie, SLRY §€én€r€k¥a@m§c}&%'d £ AGacAt 109

and a culture nedium contained in a
cabinet| 308 ircHIG- Sratle thisdpedHication, tlerbi@@gical aatdria angtho peseising tool will

tool kit 319 having an unused di sh and an unused
bedgfired i GRjlscivglyes enfesesdngdndfidt ei n  and required for

t ' Ln,: : :

o el proR R eaR R0 PEE AN B Pb AR incubitor 306 for
use @nprahane cdtufesiid Bubasituge, dhdhwaOroamr ahaibat 305 fprgédetl Wil a reader

322 taken out from an additional processing tool kit

adpgiechigati doal He st {sPoyingles prbidendidirsign dea) uniquely assigred tg a used
BASCEr SOF L S OBL ARG R APl 5 SERREBY g v

miteiial ﬁﬁﬁ&binpl@ﬁ(ﬁﬁcﬂmc&mpﬁftessfn@ rpr&&@ﬂpinea cellrét@ssihg process using the
centrifugal machine disposed adjacent to the safety .
safegitiapiaet 389 thehabpyc@ell;y_rocpqqmg/htplguesr'g@rg i1#9. g ppaspior H1f envolved in the
i ol ogi cal naéeria% a t,he praocessi too% wll. be .
oo pfs PP P el e Iy IR o PR P e pgtorm S requied
task according to a procedure manual, such as an instruction sheet, displayed on a touch

panel-type display unit 328, while visually checking the receiving space 314.

For example, in an operation of carrying, in the receiving space 314, a plurality of required
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The cell processing/culture room140 in FIG 3 may be
equi pped with an incubator 306 for wuse in primary
cul ture and subculture, and a waste room or chanber
305 provided with a reader adapted to read a tool ID
nunber (serving as tool identification data) uniquely
assigned to a used processing tool (such as a used

bi ol ogi cal -material container 321) to be di scarded as
%cé@@ﬁé ?natqultsegdcﬂl asaJ toﬁ)[ nﬁa@hélog eﬁ}gce?snfge ot)l kit having a set of
processing process. processi ng process
sdlstiigdy T:(hﬁ)lneﬂaﬁqﬁﬁe& pﬁﬁ@ﬁsﬂﬂ@&odm&cﬂoﬁhdtdﬂtﬁelﬂ,b{nﬂa seg@rdte processing tool,

processi ng/ cul ture room 140, an operator 318 .invol ved
thie qPerajer 318 éwrlesﬁh%@e%eéﬁlwnwr@&éé@ugm& Bpetimroppningetl&ope by one.

| i

aéﬁﬁc t%e_bé I1sga%tg(fﬁ1§§ g) %?%gfgtgg ?pi)gersm rﬁij?tgxga?sr (W‘Elu%mg%q;gt Jt @giectlvely
cérﬁtﬁﬁ&ltﬁbdeﬁﬁhgstbﬁgtenclﬁheﬁﬁﬂ aeto@iing fooluil), afdadielD hyrpeer uniquely
display unit 328, while visually checking the
assigped tg jerf of e peocating nRsFials y@aaﬁmnéed forgn & cl@p ef &e {o e of Typically,
af géerre}ﬁlog gésk 3?%I(see Fi& 9&2' M)Ivﬁrgr%?wge a rFa g:‘r4325aaﬂ Atel%lrtglré:atd%he fD number

appeftle@@ &Bh of s BY ta@ a réad@0C8%SI26gnd @ﬁhclkﬂahelhy?pélmlaﬁl unit 328 is
set of selectively conbined unused processing tools

disprstdoaiagent e thejipsertign @pqn@e%iérozijtt@ qgfetyo@é@imr@% oBhe operation desk
tor 318 carri oce
YhR oSSR o ks B B e Ruhi o PaBR oL By RS i sBynected to e
afte@eheddched aataﬁrb&tgda,egdmnttzba@agmlo@j the processing
materials (including a set of selectively conbined
pr beeys §inpgacheb khs pervedsivg elditqunlsmmesphmgéstm pRerationesk 327 when it

A SRS R e L UL S5l 12300
b%: ?I%Cél t‘o@&smg ﬁﬁfaﬁﬁ |3|18/ tthe I huHBEF %»Eéﬂ&@d QQﬁé‘I(}gt%g 336 8ched to each

provi ded with a reader 5 adapted to read
of the pioBessingriveteriala ppertibdicteoted b the ahtetrfac3 2b.Dntl agpd , by dhe reader 325.

Tlees a8 P8 PaiEgpiea s P on oAb ) Hebt | By ntioned above
eagﬂ %@ 'tkfégia%]igmﬁﬁalst A 9308ty cdRiniiatan ?annem@ tPP agtéso}o@&smg unit

27 1s designed to serve as data term nal
(k(amt)m)tZOé ) th2 @@ndgameéiit @on8]10antihcdreedessthgtunit 2h€ is adapted to be
after-nenti oned data processing unit ébase statio
ORSiAATly bY | HefOBBUFF of LIE hitAlh PECES SR Nt gl e rrafach #8s é%er -mentioned

x#owsg ch&?da?ep gﬁcﬂtdé it go%ﬁtl%nggsgrumﬁ @hée whicﬁ’ 130&53&'(1 %j advance of a
romthe 1 nsertion openi ng I nto e recelving
cadlpaaessthhpraztsstihack atahner 66t iba adso30a1 WIIﬂya plii@lity of ID numbers to be

cel |l -processing operator 318, the ID nunber appended

crpgs-chfdeq ity thg 113 purmbers rapdthydhe fsadsnads asorill pp éesmhsé axdefaildater.
gﬁ{ (lleagil d&g&e&u#e\lﬂlt%h ¥n ﬁig E@P }Srg%ﬁs@ﬁ/% ccnt %gpg Ia se§§gatabase server

reader

stbﬂ'ﬁg&ﬁfa&& Béjus‘éd barl pplicdasm ak giplitaiiah 362‘Qt3 adaBteE‘lcﬁxe&te tﬁé application,
menti oned above, each of the data termnals 201 to

agigwebsseyeiiie e apaphyication fuetiad Tbe dataapessyneond 84 r’rﬁgconnected
uni.t Eb e st.ation) 4 int e t roon11

to.lfﬁlch (af 9 gar t(()?l(':nélgasl? %(g tﬁ %8% Vi3 @, feuvorka dap%l (rf?t{l]e daba terminals 201 to 203

has an input/output function, and may have an input function of writing data into each of the IC

tags. The data stored in the database server includes sample (i.e., biological material) data,

stage-sequence data having a one-to-one relationship with the sample data, a plurality of
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operated by a conputer. The data processing unit 204
pre-stores an after-nentioned process-instruction

data, such as data about an instruction sheet, which

is created in advance of a cell processing process

in such a manner as to he associated with a plurality

of ID nunbers to be cross-checked wwth the ID

nunbers read by the reader 325, as w | be descri bed

o T r

AL Sk L D iy ORESRAS AL B,
phedlivest preteing Mgitctial datatavibg a basdtobne &ﬂ]at@p@ip widt ¢aolof tAdplurality

application server adapted to execute the
RPN R daind SReE s et igple hS&VlPlﬁgd"éd Commtafiehtigna single

0
s{ag@&g{leﬁg t’ﬁ grgﬁglt%a&tﬁgge? rg}]t?ig {ég e;{gé tdatgr g s%\clxﬁfg@ 2\9‘% &lurality of
insetoron Kheeﬁ&t}h BiirtHel) @adhalf #het piuratity af ﬁistﬁﬁﬂod shee? A@a i@Sciated with

an input/output function, and may have an i nput
afplpdlity ehpredessig rp@t?rgal dete-a Thardata é@éﬂﬁ %fhetqa}@bqseserfeaé@ther includes

rréagtrgrrp?%g ?I %E flaefgd %)Q}g\gf ﬁﬁ%%?t g 1 s\égli g% lagta %ggu% operator's name,
dSﬂaﬁﬁﬁntSzﬁﬂljBEI Gped ais@uoharv iSRGt dat® @E'dﬁt@'a@ﬂlﬂ dnebraina MERuddion sheet,
W th the sanple data, a plurality of -17 instruction

S@Kﬂe@ﬂ“@&‘t AR VIIRGS & smgﬂqmcq)#@gn é}l%m’ff’@?ﬁélhg praigrigliatapigspection

data L%PI%?II ge n C & Ig(\)a/l IE)lﬁSiness dﬂﬁgata %8u1re% for }regltxh 5:1 g ﬁ IezS an? h

eaqiﬁe @ﬁplﬁ:ﬁﬁ)nlﬂxwuﬁzhlﬁy%he Qﬁphbzﬁﬁh k@ rl L@Ihg&ﬁ&‘@ita ¢idted.in the database
Specifically, a single sanple data is associated with
servesi hel @ smﬁgéat@ etjeraereent afugctiomnd Proeessi mglagement  function, an

TRAEPTaETb reisEt urdotes P sl Pofygdnn foked?n, an
cREHEREN tdhcBdn AP ol MeddroRamB&dnt dddcBold.S ARS %ip@et@a% management
with a plurality of processing material data. The

fgwtien stoesbleitn upiyecly atsidras eangde Vg mufbert (seving ras |birdesscal-material

er. data to b har 0 erator da
Rl B tonpB T Gp@RsHisr o6 SHARE USudpiriiste dra il so s 1
dis@Hinih %P BetvleBS kP&l O Bn@h&iethe A@hfle@$h GRE 11ARBMsiAN system, while
original instruction sheet, stage-sequence data

ngesginignige agmple 3D axymbsreqweman@te sithrlata ibeyt apeapeg®ading one of the

rmterl at a, |ns ection _data, ui prent data, and
SHRPIGS Y ﬁ@ggaaﬂvd% maWhat fisk shonldfog per g%ﬂ@a P PRyCiligjjample when and

?Q\ﬁ&bﬁac ahlleg NthE )ﬁﬁﬁysg %n@ém%ﬁeﬁn%&ll ﬁsccg%}agl@ tﬁ gxreXt@ taﬁ@ éeﬂgence data,

he data stored in the database rver
msauqnbe slmbat aatammhgecmsmﬁg fnutagdl i data, widchpare wes se mamkg efreetsamples.
functi , i nstructi on-sheet managenent functi on,
Thesp dee égesaﬁw&aﬁét“féh itk samls A5 erwht UpiGHEY Porknek 3 carrespondmg one

t

o S8350fE ly AT LD G138 SLRFAEIRY e s

noREabhed o thinsaeipel D Asstey Bssi:gn&ﬂfdipel €ortebpoRdiAP Bhie of the processing
(serving as biological-material identification data)

@n@l&c fProgess |rrmn%gempxy f@fctlgrawﬁqlrggr nerale to plagAge gistatys of stage of

a c e%roce su%#{)rgc%ssas fle mstruct,‘?(fr]l[ cragt nm%rtxa,egenqgntt \ﬁ%gtl?onrlse (?/;Pefa%}e to Semgnate a

e sarrp es I n rocessi ng system
sly%iﬁk @ontent of task to be performed for a specific sample, and record an adequacy of a task

result and a quantitative level of the task result. The processing-material management function

is operable to manage types and the number of processing materials required for each task for a
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managi ng the sanple ID nunber in association with

data about a corresponding one of the sanples, and

make a schedul e on what task should be performed for

a specific sanple when and by whom Then, the

process managenent function is operable to create

st age- sequence data, instruction sheet data and

processing nmaterial data which are unique to each of
sﬂeaﬁc %Qﬂﬁé.esl‘he Iﬁhﬁ&’grcqgcﬁcaﬁﬂu%n N %8 bl ‘?&jcﬁ’&ogehag Qt%itra_ry one of a

sanpl e 1D nunber uni quely assigned to a correspondi'ng
plonkty dff preR@regdalip hesberandiqudhe nedmee té hespaahd ones of a plurality of

processi ng system can identify each of the processing
PIRERSHERY dNUCTIRLS dEsigttet nBY sthfrprrecepynenpey Rawegpay fugctign, and

r i .t i C . . .

o8 SR AR A WPl R PHBERT b IRLEA L Zlftiod) Hntion with
thearkagey 3D Sitabdts e 184sag enaiigemantCahdtiof 0GR EDieng store, modify and

process. The instruction-sheet nmanagenent function is
hdhthe a1gpter daly- desi gnate a specific content of task to

beperforped for a s jfic s l e, rd a

adbuReS DTN h f HRIEL M B £ P BREERE el panagemen
méthod ipatl@stkndna@gitl & prodddg@nPmeeE:s FLidky BRd fchrately without error, using a

managenment function is operable to nmanage types and
progessipg inpldt as ftheprressesing maierightoaqthes Math pagpirateprogestingtgelhsuch as a
Ch%%%glt %g%rrﬁt, ?vlslergéiﬁ tP?ep er{):c!,egsltin% t‘gﬁq&l ise 'preﬁzbreed ln.[gughr 29 %%ﬁx%p ﬁl%r two or more

per € choose“an arbitrary one of a

seltkoted Elont &/1afE nRfBerSlf QLEEd EdAtdMeRIBH Brell MorGUR|] Ypr@8sing Pdess to be

to respective ones of a plurality of processing
periatreqd; ip jag asgpisd marapwatiopyren prs epelotse sheraiyasateb e sglectively combined

managepent functign,. .. cross-check an |D nunber ..
prlo?]eﬁ 1 F)Igl.r;,ez.m’d afél%rgg Wa%}ﬂ éde{nt;locﬁtﬂj(ﬁlb@ﬁ?a fls&%ceﬁted( vaqlé .a’p?urahty of tool
idb:R A8 )dafa URhEIP Assinbd to fefiRctie Rinkd Gtde EdhbMbaRdcessitBools, and

mast er managenent function is operable to store,
pmoding g prpgsingoblkit fheuspristhegellpadeassing ppcess exeagement method.
inyention is directed.to providing a cell processin :
or SE8 e Rastganb Wi § so<Bepis S Tl horareesnd mateial
mAHaQGR$E 1 P PGS of hidl 8 GMich Kty nANHrBRCEHU AL & MsiNelRAL management
error, using a processing tool kit as the processing
proeeseutilaing taggeb fearenimtthodaacs@piag &t enepmgodissningf thopksent invention
sych as a_ chem cal agent, wherein the processing
wHllg deseripedibelodr epared in such a manner that two or
MDA Get. ()qu}ls@rgagq sflée%nﬂl@ ll @E&&a&gmeﬁoq{f (a&ﬂﬁ&%ﬁgion) arranged along a
containers required for a cell” processing process to
hdveontgedifeationeid HIG. aris ase ptanplarahitpaetsaduendte dute areatéd® based on the
encl osed therein as a set of selectively conbined
stageeERseHEsiggbles, and assigned with kit

i dentdfi ' iat i t ' 0
.
tefhP&rplets] ividermp 6Switth chdhQask Odiiirfogekdpr Date Sduffie Q0L Bistr@A6h sheets

providing a processing tool kit for use in the cel
togiesembisehe JHeeteuenchaaderend imbe deabaseperyer irefugh @ paaner as to

alfogv o'rzlle 0 \(Isari\c/)\'él']sl c%{r})b{ngtici%s 3F tlﬂee glgttrdc%ondslhg' {8 Ssggc\{\édqg C(%formity to a type
processing nateri a

of sample, age and gender of a donor of the sample. In each of the instruction sheets, a

plurality of data about (1) "processing material to be used" to (5) "waste material" arranged

along a vertical direction are specifically created with respect to each donor's sample, and
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managenent, and FIGS. 7 and 8 which are flowharts
showi ng a task-sequence managenent process utilizing
a managenment method accordi ng to one enbodi ment of
the present invention wll be described below A set
of instruction sheets No. | (acceptance) to No. 8
(adm nistration) arranged along a horizontal
direction in FIG 6 is one exanple of stage-sequence
p;é.%fo@ed% g@haqbal@%% OMhd &1 prodedgfrBRgpeNce design
rule. The stage-sequence data is configured by
ar FEh @i sigwa 4ol instakclidny steét Nns# ras cini @amgledt & sgkifingeoatent of the
tenporal axis, in terns of when each task is
ing@cfigh ek Data about the set of instruction sheets
t OAQ gho%rlp ke g tﬁélﬂ&l’lﬁg&l ShE ﬂ%n&; ﬁlclqgés% desctrlgttl(glr %Put allafety cabinet
tabase server I n such a nmanner as t 1 T ow ongé
Net a\tﬂkld@ﬂd,Sa:ﬂmhldﬂ'aharﬁm seldflath (el ity1®] dahot'd Gimes haelisg Hﬂe etc.), a
be selected in confornmty to a type of sanple, ag
conrat efderdiet IDbkst gf %ﬁl@s-nbﬂrep%rﬁé PESFREIng mateHalp HEMdine af*l*?@ucal agent)
n t t t (
aﬂ,dp$ glgzlg g}f%&aﬁ%ﬂ? ?c%tssu%btgglﬁﬂsde d)fh? ns?gu&), ?ﬁgt? are (glgplaycd in the
tolieH gahélalpe cﬁbmgﬂ@eﬁm.along a vertical direction are
specifically created with respect to each donor's
sahy @malﬁdwhenl@taplf é-fsp@?féang ForesHeculigrealh ds eecessdy é¢ c@fy a dish
con?a%%ug%éuﬁl 8(r11 céﬁ%grlvlrlll as ce g g»gbogrr]ansgf!:(r%%bi? tolnte mcug‘ator 30? into the safety
cdbet B03t  Bér thid @urpbﬁ;sﬁrf 1E hibrbtr SN SfecifibHish h@mcrmad I ﬁse @nstruction
the instruction sheet No. 4 includes a description
slgﬁo ufurﬁleglg:fr@tilythg a@pwgipg forjgubculgurg, g giver axligire sghution is injected into an
?e{rrﬁlgttxs%% dg a?c‘g H}er%t ne)w cu t%k?xg%f 1g|n:: ”}g%g ef r %?arr}%{er %Cn@lg‘? 'solution is
reﬂfov&ﬂﬁ&ﬂ b Bh bNcH@RA ALl RS 85iSicD Yel ¥Rt i dndtkSed to a centrifuge tube
i ncluding a chem cal agent) and a kit ID of a
usig  Giemgeal peeptr o ddisisihp qultueagl celdd are Sfﬂ:h@tqdns prnifecaii@yseparation using

are di yed i anel -type displ ay
o g st el BAED e apired € e e P B bRl p
f Oln 24tk € ek WFPine hbovk iR BRBAT Hisk, Qc&l@frfﬁ @)e%@taplpeae serving as
containing cultured cells serving as cells to

a tramfis fdeviceeds trhinsported Heon the plradrvatioB d@m m(btotthﬁecdzlair@ie‘;smg/culturc
cabL%e 303, For this pur ose,,r an | D nunber of g )
rogPe 40 hrougl e Arparhat FioRetPl; n Thase PrAGETING d9isomay B grglosed in a

px%wsélﬁge{ogpﬁ? ’palltlgulgxﬂf‘ewpénqglgysék rﬁgusg&) E)roééégﬁé' kotoi'ér £nd t?ansported in the
given culture solution is injected into an enpty

fourn W ed:addagehtot mPpldy m carmewmaﬁetaumewmhi wondd ofheewise botumbersome

exanpl.e, a culture solution is renoved froma dish
a‘tS‘fCOE‘Bl“ia{?f’e?ﬂ’ Ede Ft§°tlydﬁﬂ’a¥%‘€e BIPFEstipg tpolsayithgutgrgr.  For this purpose,

tht% %Wgﬁkﬁ)ﬁ)@estsg ﬂlaféﬁ?tlfsf Jfglgzq {u{ﬂgﬁ)n shlecé ﬂg ﬁn&@cggna ‘agscrlptlon about
agerit tert e culture S are su1ecte

arpll) hifirhtea Luhiguel yS &ighieat tb @achus ititgbiological material and the processing tool kit.

In addition, the instruction sheet includes a list of processing tools correspondingly associated

with a plurality of tool identification data appended to respective IC tags attached to a plurality

of processing tools taken out of the carried-in processing tool kit after opening the carried-in

processing tool kit. Process-instruction data including data about the set of instruction sheets is

created in the above manner, and pre-stored in the data processing unit.
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the centrifugi ng machine 304, they are transferred to
the new culture nmedium In order to performthe above
task, an unused disk, a centrifuge tube and a pipette
serving as a transfer device are transported from
the preservation room 120 to the cel
processing/culture room 140 through the preparation
room 130. These processing tools nmay be enclosed in a

PIYE ﬁjgl%{bv?lg dgsgﬁ#)tlolﬁlvsﬂl b?ﬂ)ﬁ&el B%H\!'lt% L)Nlﬂ%?@le JE&XCU@I?' gxeetho 4 in FIG.

unuse cess and transporte
6 ahichispaekanggic tdﬁig&hﬂ@nbwfn}g adpré@ssingl Mderlahmap@edtnit ©f the assumption
whi ch woul d ot herwi se be cunmbersone and conpli cated,
thyq gdl procesting BOPSS aprAGENthesingr b ebERibNG! ProesENgElsHge having
e carrying-in processing
re%a&%% I%F&Fb&mn%fugl? aps%‘%s??%@t ion sheet No. 4 includes
a Tescy ’lpﬁ:ﬁcbs@fmg alaihl todd ukdd" MUK whidh Gpuekeyt oas&l tBhRdubator 306
to each of the biological material and the processing
and ggyriedinithe safqty epbipet 305 rvhile H@ntwn@s eeerddsallstnd dpving an ID number t
umchclg %932%%6@ there?ot h(f{ée %§ S(r:gj;se tpr es;si(r)lg Itosof & %I‘ e%lp?l:gg g}iogesgmg tool kit
préfated tQPIRANSI QA of RlecORBLGIbIR bfoctssigs toatstmlhmg 4 Slurlity of unused
plurality of processing tools taken out of the
dighgy apd d- pqubm@éswaq@ qe@t@fugku tubesf toepe gpdprcdgherhia, wherein tool
cessi cess-in Euct
IBot e

ld%lgflcatlorﬁ| (djlt y aag?gne ﬁ) P%ti\e E:(g?bl processing SR appended to an

1CShe Bka8hddSto anoﬁ@s%Sthﬁgnoﬂehﬁ t&b&%lrﬁ@@%éssméﬁd)ls and associated with
pre-stored in the data processing unit. -20 The

af%llrlbr@wmrﬂgkldeé@rlﬁmlpm riaipi ynliqugly assigeedatyothe procesdingmtpobikit.  The

ruct i 6 which. is a .
Pricemtre A o s o P ctfschynegr i oy cabinet and
opBRA LRI n Bseki ABh A5 SR idg Wkreil Bdfur IRl tb bOIRAGRISA Mreto. In
process is perfornmed using a plurality of processing
thigatage, itk ®ohalvitifigationelpeis oy sssdctatuwite n diclupicglishtgrial ID number

i gn her Th in ri
iy el gt Sl p i L e bR GG PRa T eyba i riobe o be
usetGs p@ﬁ‘eﬁlecp ?Jrre'xﬁgplé rhsfn@% c%ﬂrﬁidall? %bzhffl@lg sg&gr Mk | ﬁnter adapted to
containing cultured célls and having an I D nunber
outpm g labélyin agbiagmadertas ér bt associng Wilt) datasmarsdnl thy Msw sager, and
ol to be used " is a proceSS|n tooI klt pr epar ed
S0 BHYsed FrOCETing Log SYieTrRY digfy assigned to

thJ Ms&l f)rg&ls 39 & aQAOUI éh' tﬂé bl{dn)gﬁgl%atgkﬂs Eﬁshmﬁgtg t& allow the

[urality of” unused centr| uge tubes to be encl osed
unhsl’&é rpedcassinghiesletorbet hel(4) I'depletelli @adessiig Walt.a Riefe@bl@)] the label is
assigned to each of the conbined processing tools is
designsd ?fdlé’d e aplGaiAg atfached ghyprade, tmadzﬁwtetréuré?ce;@r#m@svp%mmgnespondmg
S =19
to Bl e SCIRSL: RAGEFDRAR ks GRALEPERE" THEE) rwase

mdkiHallu€d Ysed oEGHRG LD suches e QEE §5hé1Q) tR6YesskigtmateHaPto be used" to
processing tools taken out of the processing tool kit
be éfSt:?éqiedwéPrﬁbe @uitpred eclls ayg tltahféerseéﬂ«eﬁly uiaed meqessamdoolopened
[ nused di s r vV, t her ei
c % oPera orafﬂ[Slcan pefioga ?;Léa%fg oetl; t?rlS% 50 of, th e?eé péocesisng process one by one
while checking whether the ID number of the IC tag attached to each of the processing materials
corresponds to an arbitrary one of the plurality of ID numbers associated with the

process-identification data, by the touch panel-type display unit 328.
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this stage, the too] identification data is not
associated with a biological-material |D nunber
uni quel y assigned to each sanple. In advance of a
cell processing process, the (3) "label to be used"

is prepared, for exanple, using a comercially
avai |l abl e sticker-label printer adapted to output a

| abel in such a manner as to be associated with data
St Qi efdent S HIAIARASR i P e bAGHEDrb @ss?or exampl
unusedmprgceségﬂ% tgéﬁl ere thee?&:?: rocessor example, in
thed@fty Edbirat 3@ wilhbadeseritgd eblyw,asgeﬂ@m edthtrespedting stdgud ©E @roduction,
processing tool is associated with the
PERPaTeteN ad Mserpd p@Facesing yohkinber to al I ow the unused

pr Si t : N of

og‘lﬁ’"ﬁﬁe tbfrggafntbgcﬂ eﬁt?m?ﬁoee (Fg%lé?& (I)ns 819 eSI gﬁcgl dﬁ%to ﬁx%éésﬁxg%qtool kit is
plrcﬁuéeagpy alte pacdas thettbe h@actarBicli fiterd toRithSdsl pACessipg bddited,ths shown
W th data correspondin to that witten in the IC
ip By Sdhegpesery inyening inppt %?%PGPCWWCWuaI | y check t he

?ggﬁ § %Sglg% tooﬁ@? x ug@ot € ti@éel ?9[% ph%erllg %urap Qumber of
phRbRIng abolt @rebBrstis @d)dudee in L'Siﬁepduﬁﬁaltd sdp aafzo efoolt f¥entification data is
cultured cells are transferred to the unused
upidadle essigngd toedch of e erpeﬂﬁ%\m&)woeleldcmew fopmi@ tag attached to a
Erresgondmtgz%g F)f tthasll%% 591;1% | %?es‘?'el r}qnltl) epgr(())c%?s?r?ghtoase required

fJnCa tag paict:saﬁgqﬁoae@ @aeaeafvely%nmrne@ Q5 Sl H8L18d 8 1 RpS430, and a
corresponds to an arbitrary one of the plurality of

prdoessingiten it é:ggrgpa;rg{ tochllpyivithe sehef selectively combined procesﬁng tools to be

roc de at the
gﬁl%s&? &f&,‘reiﬂ,‘ i t%{é %llgg ?l&(? M%P é’ﬁeé}‘é ué%?‘h‘g@ aﬁJ the ¥op FIDs of the
chhOWEN A6 ESsihdobls @be Ind@i¥es e r@offitdd, RIdOHIEHS kddBgnized tool IDs are
process, for exanple, in the safety cabi net

agwotiktedwitiths eftéreatirell 6Dt dgetdneli7o wi 4 finat egpte ¢liei W@essmg-tool -kit
st.ages of pr.odyct.i o reparati on and . us
PR eEe shiy gl e denga PR BHAL SRR TERT (it frosgssig tool kit
hg\ﬁﬁg:t'hé @(ﬁl%u%@ p?&@ssﬁé %H)ngnk]@:{éd ttl'n:?ctm [Qa eﬁ&@$§£ﬂ L)) t'é?&l{ached thereto.
kit is produced by the processing- manuf act ur er
destdadl eﬁtb«ntD tfag arrectoh@gmédlunpreomémg tha@omexnbsm;latms dsth owam be attached
FI G present invention is not limted to

t%@ﬁﬁm&“§ﬂ%@ﬁ@““¥ﬂ" NHPFEEssi ng- t ool - kit producti on
st FYs, %ggpplgé Uir tﬂl: pltox&gﬁg {%ijklgtom]é'lgeﬁ r&gmgtcergér 1 ](_)8 in Ftep 480 is

processing tools are firstly produc dd’in ep 4
pSfemed 20 stito afteritlerspettiveaddl dDs oiathe corsbined pir@pe@lnyg tools enclosed in

assigned to each of the proceSS|ng tools, and

theppreRttiog (obkianre preotiae! Wit he kietP ld eapmf@éﬁnrgégcﬁ &idi n g
anhg{ uI ebgro&gs@ et%(?l' lptgst(;r sts"if;e Jd&%ﬂ tht,I Fﬁ)%rggesgﬁ') rc%nt%r the p?ocessmg

processi ng tools reqU|r or a ce rocess
tqol Rt @Sgroairdl BEIIRE With @l sypaeadriudalipraessngStodlgh fSte}?aGStl 0. NEach of the
Step 430, and a processing tool kit is prepared to
PEICESHIAS 9ok kis @pd e SSI@{@:MW@I groq,eeﬁm nelds p‘#hiﬁ?t?é 3¢ ﬁ@; acceptance test,

ol s to.be ngl i.n Step ﬁi Hﬂ
t dr ~
o33 BldonF REURT Bl Sl 2 PERadoss: e o 530, o
kith® of the processing tool kit is read, for example, using the data terminal 201 in the
preservation room 120 in FIG. 3, so that all the tool IDs of the combined processing tools

associated with the kit ID are pre-stored in the data processing unit in the management room 110
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conmbi ned processing tools to be encloses are
recogni zed, and all the recognized tool IDs are
associated with the after-nmentioned kit ID. In Step
470 as a final step in the processing-tool-kit
production stage, a kit ID (kit identification data)
uni quely assigned to the processing tool kit having
t he conbi ned processing tools enclosed therein is
v1§ﬁﬁ%@e[gmh&l am int?')tgpﬁgl()at haghed ihhes 8l Qs udd@éfo@@@ilap&ata about a
the IDtag, a recording nmedi umrecordi ng thereon the
starg s ¢habdpamatedad@ssingytodle aad tidg abaht atseck loé t}prm@@mgntgol kits are

tool kit accordlnq?to need. Thus, a shipping of th
regisighed 4o bR rasteofatacslith dtgbase sewp Ofﬁ]i‘eoi‘,aé"slgf’??@s”@e‘ﬁ’ﬂté? a&(@foa stock
stét@to%’emur%g gutI 0?1 a cBﬁ\srt:InQ?z&m:s\d JTl@ro 8veagr&%£s {h@ grocure(? grocessmg
respective tool proce33|n
toelndts agetbred) forteRempé, @ assbél N th@ﬁlesekﬂahorﬂn’oemags ot ihatceltlprocessing
with the kit I D of the processing tool kit. Then, in
Ce§lehr ocessi ng-t ool -kit storage stage 500 in the cel
pr S
D BEEl AR PEE in b RoRUAERREL Mhopeh0) alisin 1R presecaton room
12006 theicall fbepsifpl&ntelae bpeﬁﬁtortdﬂ €he pRISETADS rddeh dpetes hietdata terminal
and the separate unused processing tool is subjected
201 go gallsagraphpce celbivtbe s e@%i 1952 FehlshyeRepsingnPreqsps, gnd a pre-stored

UEALY 5 e LGRS L AR RSl

in&lﬁdiﬁ@dﬁﬂa abo O in@Xi3qR sBeetdisiFIG 6 ARl dadealidpRly el or 2QTike Mo display
the preservation room120 in FIG 3, so that all the
the exb) ID| and thtstagprecquensbthetsan.pon Stee §89- nJhero 1 Step 6205 the iopgrater of the
preserv?tlgnhroi)rﬁ etakﬁ‘la (?]létaa epe %s?n 2f)mrkitdf6(§nr11 thﬁigelp tﬁ%gresco?(r:veagon ro%m 120,
bab& o tRedisp?dd bxﬂceﬁi BRtnRA6h daS aS MR al kit 1D BtheProckdsingSool kit, for
understood that data about a stock of the separate
equngle,e@gxg ﬂgengrd}rgw@ﬁddo thatdata sdvorinel 201st Burthexyforg, fireadvance of the use
too k|t eqi stere
o PPt oo B dF sl SR iSo Tt Sl PGalEd] i preservaton
robtloperhites @b HANANBAIODK to S1aH a1 tsd] BSs {sbddiafe@ dviPlUhe QR Bt ID, from
constant basis. Through the above process, the
daplr procassnk [pnid @éé,smigassctcmd thei tespeetive tstloiDsdwithf dire cell ID and the

helf in the preser th om 1 of
e B ol daderlye dele progsSng Hah 20 iy Sen £y & cpspegpiton of
thc.Bassdcﬂitl@n %! 99;?@@)' e pltogéégln%qot)l Wl?ﬁ’ﬁ{sﬂﬁ e@ ﬁoﬁq@%eskﬁatwﬂqoom 120

preservatlon room the cell processing center,
to em cdpgp@asmg/wﬁtuxte hepnp t@smbu@tthmepaomnm opariddes the

ata terminal 201 to calls up D of a cell to be
JBJBIBEF‘& dirgenty e 1019 f0e40<8 .%Prwmggo -k rpgepgration stage 600 are

peﬁf)ﬁneﬁt I%lil‘%d thesﬁﬁzg ec‘erﬁx?tﬁi" 20¢ eogd ﬁlteaogeFa%p Iﬁh ﬁned &rvatlon room 120.

processing unit 204 pre-storing process-instruction
Ald:ataavely, ridd epeiarion clay e mifoted usisg thel edall@ B2 SbRRE Getatiortlidsk 327 by
and cause display neans or the like to display
thet 954-PeQspsing prespier 1R an G silrecseingfselore Weeon, in Step

GQQ Hggé}mné H)otshg Rise gtgge %'be P Snrogesé) ing 9001 tkq transported to the cell

processing/culture room 140 is received by the cell-processing operator 318. The processing
tool kit having the combined unused processing tools enclosed therein is carried in an aseptic

manipulation area, such as the safety cabinet 303 illustrated in FIG. 4, and opened to use the
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preservation roomtakes out a processing tool kit

fromthe shelf in the preservation room 120, based

on the displayed process-instruction data, and reads

a kit 1D of the processing tool kit, for exanple,

using a reader provided to the data term nal 201.

Furt hernore, in advance of the use of conbined

processi ng tools enclosed in the processing tool kit,

f
1 0L AR g i, A B, B3 i Plepa on e
opr.uatlhn tikse 322 adrréspéndinlg), to far dara teoh@iha ip ltl@cheB PradrgssinpictiltuizO®dom. In
sociate the respective tool IDs with the cell

S W P Y28 BB Gt 16 e bd W sitesd processng
nace I

tofﬁ kgt agr:%t%}?’/aztépﬂg% dﬁgﬁmcésﬁngﬁ%nz%og %%nmfgl‘p%ag%l Sqlgﬁigeclt%{i) '(tﬁotﬂ?(x%gder 325

chogset araarbifprarytoael of & pimahtlye)f e &8 @DV asocifedrvamnthd gOcesi-MsttttBon data

cel] processing/culture room 140 through the
WhiFlesaraeipEh WB et aution ¢t i-slowfi e dalg procesiap gnig pomprising a
I L4
9 8BRS RO RIS ARG i
of GRE & Glfuqﬁ)efly bdagngr ﬁ&éﬁbvo@f&/é oiies lob @ Plukad@y of stages of the cell processing
Alternatively, this operation may be performed using
Preqees, pnspgpdpraliy of topl Iﬂﬁelm@p‘éx amsigend te é@kecs\zewnwf a plygality of separate
tor 3 |
angl%g%glgé? ﬁr%}s, %&F@ bo?)feg arlc cross Ic}rllieclés gmlgocglslgtl indg wt1th the flt(r}n{rargsl%t ID to
ou&h&@l@ss?@l@ck M‘t’zﬁuﬂfcﬂﬁeﬁﬁlvﬂ@thhothla t¥b Lrobd-@RERAMDE dret BirdclABnt with
cel| processing/culture room 140 is received by the
ea@bvthﬂprB@és\ghqﬁgt sseriamed 3t Be othet qrseekesis riartg lndtcers$ coincidence
be weerll g\e{HQ %Wésr'%eﬁce?g!‘ug Ztg? f:eggpsfgc%ss% Oo&%ré%% o 1 carry tf?e processing tool

kit | safeiyOmbREEH03, SRE BpadStht HeocSRie t¥ol 0dbloNGlte dH#3he combined
illustrated in FIG 4, and opened to use the -23
pr‘amﬁ%doqiﬁ’ herelen peyd wso dllescombinedptoeaseis ©6ls Ehimmsed processing tools so
eration, f L OCessi ng %g# kit is placed on the
S SpEFETT 0 %iepgﬂ"e PESFPel SERdP g to a data terminal
| NAHOBHCRY: iRt RGERShO bt US TGO Mind! §) wheh BR onipoxt cross-check
the reader 325 reads the kit I'D appended to the
dataalgdlaat@samm@ntcmlemdaebep#@c gt processehacked tdaw)] thei d;peraltmr 318 will

tep 720, dat I.OCessSi n unit. 204 conmuni cat ably
pelihel P hadtlinhe. Tulde oot cHsb e dHs SRR P gidence
be@sfecx‘?tlﬁltws %}o'sst-%eajed tdgkg cl&u‘iy éh%% Anp nglcglrl‘lg&jl V\érg%ss'irngt aterial does
process-instruction data which IS associa i
nof chesttin theanessnnsﬂmttmnmaa- sTiusethe iefroit heddiGhat BayDinCla&s Sdrtythg in a
unit, conprisin plurality of sanple |IDs uniquely

PrOpER; PRSIy @?%@gé”@%l? \?@%‘H%éheofas%l B freiarting yihofask itself from the
be%im f5a seﬂm&l sli{[lﬁoht\% re % l:l%clg Id%t&a are as8ou] atei%he different

0 respective ones 0 ra |ty 0 ges o
sarolk IDPr Ades sinfidetiop fo® ﬂféSeSrpr Bandligp, fleldpadatot B 190l Rethrt HStask of
uni quel y assigned to respective one of a plurality of
cargpgthe pracesHpRHmalenah nisde mfeévc@é@ph@3 i¥Er700and

CrARs e SHIBGER of BE Ef 8D dilily LD tf arbitr Ki t
|5 1o put0 glr c?gggrg ‘Seke RS> {Mhd |(E:1§ Ve ﬁcg\)\%%ta%’?‘ple ie.
b1dldge;at Bte£41,0i8 Sppeh@ake thel I0Sta@ hit@icEAl B ChdleTitheMirubed processing tools.
Thus, subsequent stages will be managed based on this IC tag.

In a processing-tool discarding stage 800, a container, such as a dish or a centrifuge tube, to
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each other. Then, when it is confirmed that the

out put cross-check data indicates coincidence

bet ween the two cross-checked data, the

cel |l -processing operator will carry the processing

tool kit into the safety cabinet 303, and open the

processing tool kit to take out the conbi ned

processing tools therefromand use the conbi ned

bPTREAIS Der tbQQlF SuséP FANUBRCUREBYRDBLMEnT Qplassaﬁ'lgler 2., Bological

performthe cell processing process, in

m&tetlhla) ogh cuite médiungtis edndignédnbasdaleonf thombms—tnstr@ﬁoﬂ:ﬂaﬁﬁdxsﬂayed on
when t he output cross- check ata i ndi cates

B PR BB ™5 B i S *P B 0L SERGRA A il cabinet

36f‘e B‘a&ﬁro%ttﬁ’g prgéegs Mtl’detxorp@ag i ﬁkﬁ@l(ﬁ@{e% dJ;Jf'a‘;Pg é Oied such a used
I's, the output cross-check dafa indicatin

waﬂﬂ ma@nalcfrde nixesafdne tabben 303) éntd W ¢isis shagibeciosd maﬂha operation,

clearly shows that the carried-in processing naterial

aergriEne thpged ey wpl Ippprdediip deedSdag %@‘f*}eén& thepseg| pgie material may be
re- E&{?usﬂ rheseg(fndqgadwglldelagn FxgmalktP %ila{ﬁgo%r SEF ) gtﬁ%Sthgszl?en, the data

proper proceSS|ng materi a e stoppihg t
pLessii@ ahia R04 nighokd3eant alsiteary toae lof tHer Rifalithef tdxe gDrH3sddGtet with the
a serious situation where the two cross-checked data
Propess-sieuEpm daa idt fosticheck tigntrbit@nigplel] pith thaf fead 1D to output a
ol et f ) t
GTROF B RO SRl NPRE 1 By 7 TR SR8 Moperr 31
cligaksethé 8dcohd1érosstdnecksiataeth Ye@aking @hetBR3hd Pro&ds8f %@Dls a used waste
After conpletion of the cell processing process, the
mpisBl DA idemicahtresterigl-qontaiingasfub, material. - If B &) dagrmiicd that the
pr%?es? %t%ol’ llSJ % Lelscff‘g%}r%sgeg Iglgtgn%‘nl gthe% }grgfelsscl:ngt q J\gh%ag cardea § 2910 This
maked QQ)SSSYW& b rRbFBNAGRGpRESRE Thelvts@ nld@rlﬁlaﬂ the |s£fet§ cabinet 303.
processi ng-tool discarding stage 800, a container,
s ubrerdes t(ac}@plgﬁh%lper arog@ﬁpg mﬁtggzés g lgglrely garriepapt phthe safety cabinet
be i ng

d
aiger Borrﬁ%%ﬁ a? the c grolc acegrgrﬁ){;es%fa péocggwlnéqxerl(a} m@r be carried out of the

sa@étja l-agee 303 vfﬁat!h@ rob@ilt)oanesl@B@N{ot RLBad B UMD sbSis to cause the data
confirmed based on the process-instruction data

rrgtesphewndic?06 tp outrivethird chshk-pat deth-- type di splay unit 328,

durin eration of charrin o the safety
caBt HERIOn o edesgi “tvﬁ’ét“’ﬁ‘rpé‘g’é S FHILRPIRETPOR O ganagement
efodShiiy BpBeestifieto8PBl B3 B16RNLI b SHGRR WRBHed
mWag,t eser%at éirgfeaslllﬁﬁeroom tﬁrg%%f ety cabsl netb 3036@|°nt 0 £ pmcessmg
toplade be maxmbﬁle@%whdmn trdol D dpeppatded m, an BCiag hakichal tbo:ach of the
ed, the tool endedtotheICtag attached to
ﬂ“ﬁ’é“eﬁ YT RRE {08151?&9 g‘r‘ aReRrdeskio ap K- fag atpchrditp e grocessing tool kit
SEOPRthahRAJES pergyd o) c
mSt ep 820. Theon > %gtdgﬁl %fg‘ﬁ\é@ﬁlﬁsg unigr?oqelzlgg%%éﬂgg( D ina
plawalitgrolf iterpgacyssing eodbkltst fequifell Usrad detl praabssin@ Plocs®are pre-stored in data
associated with the process-instruction data, and
Pregesng. WhleiRisueh@ MpIsT @ 4t De pssesiatqdpvigh plecsirinsirestion fat P@-Swred

PR, WEEORS LGS kP Bt 5 R0 RERANL A0SR SRS

at ‘§t El e BTG @mcl)uf)lgar%l or° n§€fée tO the data
processing unit, the data processing unit is operable to choose an arbitrary one of the plurality of
kit IDs associated with the process-instruction data, and cross-check the read kit ID with the

arbitrary kit ID, whereby, if the two cross-checked data are coincident with each other, the
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checks the second cross-check data to determ ne

whet her the processing tool is a used waste nmateria

or a biological nmaterial-containing useful material.

If it is determned that the processing tool is a

used waste material, the processing tool will be

discarded in Step 840. This nmakes it possible to

reliably avoid m splacenment of the waste material in
p‘i&gssﬁl ftg&yklp %i %@tﬁllgxggﬂ td Be ngéi{ler Th® nﬁgéag% eﬁ@hﬁétﬂ%r ththe present
processing materials are entirely carried out of e
isahiidnymakadit pdsible af duimaticdplagsbtion tefod M2agpended to each of the IC tags
processi ng process, a processing material nmay be

of Sher Rrergsig: ogfp Wihedatasaboat 4, sl Rete Sgbisetsd 1 at%@ processing process
l.

SRELH BRSSPl FRol Sl G808l Bl P30l s g
C heltks ditfinatta tadhced\for B DpdratEidvaRAR a cbi @ropéssife Piocess to write new
i nvention provides a cell processi process
t?ﬁiﬁ%@f&??éh?”“%ﬁ‘t’&@ﬁl ersiyrigneat ﬁrﬂ@tybfs@?fﬁ g5 mgenveRtiqnal techniques, so as
tg ?lgc%raerlsk ofore 1str 1\(% a‘rro%et of sel ectively combi ned
proce $00 ‘be encl osed therein, wherein
t OQiddltianMQ, @épﬁiﬁgﬂd gél ei&ct@@ dsQoh@&ecﬂt\ﬁtﬁCdﬂQﬂ)eﬂaﬁorﬁalC&r@fng a large
the conbined processing tools, and kit IDis

PP rod evbatats pAITeysDE Meptprials irde iy é?detr eabnq@éorﬁh@el@stéﬁ pgsenbigyention is
kl tﬁ.lrfher fe?cq%e 3 ITg'srs] nr%%qagc?nﬁglg) an ¥%1 c&ntsrt edtrl rt#eztoa!rrllprovement in
opbritil i YenBy. t he processing tool kits required for a
cell processing process are pre-stored in data
processing unit in such a manner as to be associ at ed
wi th process-instruction data pre-stored therein.
Then, when the kit IDis read using a reader
comruni catably connected to the data processing
unit, the data processing unit is operable to choose
an arbitrary one of the plurality of kit IDs
associated with the process-instruction data, and
cross-check the read kit IDwith the arbitrary kit
I D, whereby, if the two cross-checked data are
coincident with each other, the -25 processing too
kit will be allowed to be used. The managenent nethod
of the present invention nmakes it possible to
automatically associate the tool |ID appended to each
of the ICtags of the processing tools, with data
about a sanple to be subjected to a cell processing
process defined in the process-instruction data,
such as donor's nanme, cell type and sanpling date.
This elimnates a need for an operator involved in a
cell processing process to wite new tool IDin each
processing tool every tine it is newy used, as in
conventional techniques, so as to reduce a risk of
registration error. Additionally, as mght be
expected, as conpared with an operation of carrying a
| arge nunber of separate processing materials into a
safety cabinet or the like, the present invention is
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can further facilitate process nmanagenent, and

significantly contribute to inprovenent in operating

efficiency. -26 What is claimed is: 1. A nmethod of

managi ng a cell processing process to be perforned in

an aseptic mani pulation area by use of a processing

mat eri al which conprises: a biological nmateria

consisting of a cell associated with a specific

veiaRlgiddads.:a cul ture medi um a processing tool kit

prepared in advance of said cell processing process

in such a manner as to allow a set- of selectively

conbi ned processing tools including an unused di sh .

Landy BrihGs 1 e i PRCEgR PO ot PEPrITER ) g gesttc manipulation

abel &Y Gkdlof aaﬂ}gce%ir%q{?ﬁ&m “hith Q&mﬁkﬁg_bio%caf H&Lﬁ{ﬁj Ic&giséng of a cell

chem cal agent, said nethod conpri sing:

agp@atappéthci sgeifit camplwiand laegdtue anetium; capiocd3site vdot &it prepared in

attached to said processing tool kit, kit i

aghvaacs p $aih £ AFORRITING REOSTSY 1R qutho? SPRFT 3¢ de el rigset @hjselectively
foan . ¥ . £ eati

“Shliafr oA RRE b At Bk BRL M B e A8 gy wbe 1o be

efdl@e® Sigrdig 4ndod Sepannel peadsing) tadiittlydin@Ce $hdniichl dg@@) said method
kit, and appended to a wi reless comuni cation device

CAPRTRE®ed to a correspondi ng one of said conbi ned

pr ?&ea%?érﬂgl tgql ireldl{ S didalih adbld %ta%?ém&s”sa{gé o RPLGAL 891 ki, kit
dat'a oce§5|ng unit, process-instruction ata

idzotiidaten dach akHgried 6 @RItpRocading Ml kit Gildi a6ddcibed wiRtdd! @ltification data
processing process and associated with at |east a )
which isariqugly gssignpbiosaihod paidreaneined processing foplscptlosshingaidgrocessing
toltl,vp kjg,l'!a%g%%p%ﬁ dd90 %d iEePes [ go%gx?cscla‘é{oen SR8 a ‘ICP&% topI c%r éasl IOItKXng one of
of sSal 10 oglcéY materials.  a plurality o sFage
sdidledmibidcd adcbsoig @dlsa uni quel y assigned to respective
ones of a plurality of stages of said cell processing
pr dEesyinga 1| @r%mptﬁyr-‘mera@éi datp opfocesiigie rHnjtf | REeersgpstruction data
ccgngitﬁ%rieﬁ goldxgcgig%é/ %nz%gilfug{;'%dforg Sr%%)d(r: c.:e§ gfeoﬁggsls%llg 81%2?%§ grﬁcf&s%)%{agd with at least
a1y ot MioRbic8ahderki tdehtdRMdnf da@aldi@Blydddigheliid ldScHve ones of a
assigned to respective ones of a plurality of said
Plyrabityeef siid giolagishl katerials, & alusilityplatagd idertifisgion datd unigualnissigned to
cO ni cat abl onnected to. sajd data processing.. .
SRR 15° o LRt JAEE OBk PESEY O Pateg o Py of sid ool
idehtficafihe sle ‘ilrﬁc{ﬁel? ahsdighddt 1ot %bécti@t{' dn&absisHg (%ﬁibgle&j ala separate
processi ng uni 0 cﬁoose an arbitrary one of said
pkessing idols, afd & phuralifychd i fkitcdddnitiGentida tiata asigedy adsigdedniot thaspective

saig ﬁfOfesg-L structiqﬂkdata, , and cross-check said
opa e R Ohetl PpressRa 66l Kt o' wi th sai d arbi trar y kit
' d@ﬁtsi'né h%&la%e%ﬁ@u&%oﬂ&&féat%& Bthe G405 Saif '21%9 lf)ro@@stsi?lg unit, to
read said kit identification data pre-appended to said kit tool; and
causing said data processing unit to choose an arbitrary one of said plurality of kit
identification data associated with said process-instruction data, , and cross-check said read kit
identification data with said arbitrary kit identification data so as to output cross-check data
indicative of whether said two cross-checked data are coincident with each other, whereby, when

it is confirmed that said output cross-check data indicates coincidence between said two
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i ndicative of whether said two cross-checked data are
coincident with each other, whereby, when it is
confirmed that said output cross-check data indicates
coi nci dence between said two -27 cross-checked dat a,
an operator involved in said cell processing process
is permtted to carry said processing tool kit into
sai d aseptic processing area. 2. A nmethod of nanagi ng
cr@ss-%ﬁécked&fa&?ﬁﬁﬁkﬂg)_r RLOGESS s1i@ cé?l%r&%gstn%rpm%gss lidbefitted to carry said
aseptic mani pul ation area by use of "a processing
proessagi ted] kivite fridcoenic pmesssin@arga. ol ogi cal materi a
consisting of a cell associated with a specific
sanple and a culture nedium a processing tool kit
2.Prg RehE& of rﬂanaélgé’ gwl%r&fess 'pgocgsg hd bd PG il agée;f{)lg mipulaﬁon
in such a manner as to allow a set ‘of selectively
argdiybiseefla proosess matgridl adlich comptisastiartgolagicall magaal cdhsidting of a cell
and/gr,an unused centrifuge tube to be enclosed

asgoriatedi Wb 4 specicsepRlcaAnd HFYUESTEHEML BAOCFHEL JeRlrigt Brepared in

adGJ?l@én:oﬁ @z!lid age 'H'occsgﬂggp%égsssiﬂi Qoh B rrﬁ)fﬁlﬁgrsjisnlg eHB%veg is&' ofj s%lectively

carried 1nto sal eptic mani pulation area by an
compmed poressiny odokedcluding an dnuse® dish phdeess ifigedDENRBS, tube to be

sai d net hod conprising the steps of pre-appending, to
englosgfl rBireigis andofntERiraica PIO6TISIBR 9% dncidingc b sherpignl ige. wherein said

99!@4 Y .Df - Si . . 1. . .

pribg%sgagpr OClng]lg ?ahnépc{ 1gfof);?s§ ia%la’gtl(g 91%}1%}1%{%{1?%a g?ﬁl{\ g%fa%r iftbolved in said
cell p@bdssifig prates Baidlmbtod cofipeibied the asgsiogned to respective

ones of said conbi ned processing tools; ) ‘

prEe-#ppEing fy2 Wirless Gpreriedor deviemitiagheddn caey piceaid combined

' rocessi ng.tqol kit, Kij.t e

SRR bt 3R GeP LR A ol ot oohgepigipion dee
unkjuély asdiEnalsis espatiacbnat é1Raid abribifdsp®edsing G900l

identification data of said conbined processing

t PBA-2ppersing. Wraowirgleys communicagprpdivice atgsbedaip sefd gepcessing tool kit, kit

lde?lgﬁ(f%ﬁg Isl(i:ag %slg%}ﬁédl’ toRhid Ca)gcfclg’séfrr]lg (gorl llj(ﬁtalnc? ngcgci%}ttea}ipyl ogafécL %H%e%’gve tool

nstr or said
ideAntca86506d d@tad cM{xﬁiﬁbd@tocbﬁﬁgtoo&; plurality of
bi ol ogi cal -material identification data uniquely
aPs-gorog. tio # expruter-oreraede slalof procespihgir wiliti t yroesfs-igstiugtion data
i ol qgi cal. mat eri al lurality of stage . .
corgGise (T ol UPSET ety oo 0 sy g Tt
plRS 0P biofogRhihAéral Yaeafificalici08a Ahiqhd dsstetd _toolre%@%i s of a

process, a plurality of said tool ‘identification
plugditnofisaid hirddgjcabwstetipied plumlitedpagt idvsifonies doth usigiely assigned to

conbi ned ?nd S Qarfge ocessing tools, and a .
resBelive et g1 6 PUEIPAORIHECY MRS Il CAPSIRE dEiegss P Bsbibyof said tool
idefidalibi gaﬂi Omﬁ(ﬁxgﬂegstsfg}{c% td @t;esﬁecgt/e %n&l Uf %Liht%ng)gneﬁ %q %eparate

processing tool "kits; causing a wreless readi ng uni
progensing tiobsauabi plucdinyndgohidckit idersificadiod dhta upiqode asignel to respective
said kit identification data

unit, t rea
ongsoLa BWEWCE’@ 6““?6‘0%‘3571%5 Wpidfess comuni cation device

a*c&ﬁ&@ &lvifefss reading unit communicatably connected to said data processing unit, to

read said kit identification data pre-appended to said wireless communication device attached to
said processing tool kit to be carried in said aseptic manipulation area; and

causing said data processing unit to choose an arbitrary one of said plurality of kit
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said processing tool kit to be carried in said
aseptic mani pul ation area; and causing said data
processing unit to choose an arbitrary one of said
plurality of kit 28 identification data associ ated
with said process-instruction data, and cross-check
said read kit identification data with said
arbitrary kit identification data so as to output a
ideRi3iehtfon Uatadhssodfaled WIIhN@ld &&G%Qnmgﬁdﬁe(fatas ahdcbWheck said read kit
cross-checked data are coincident with each other, in
idetidicftpn ndatao fvitls rseid sarbibvang kkid atestj ficativer &ty 50 whem ogtpuda result of a
out put cross-check data in tes COIn i dence bet we
d“é%ﬁ“ﬁ‘a?%"nc‘? der RHdERE SS‘@S‘?‘Q UG “Ypd e&’t Bith gagh ot hetia e form
oREIsEkidceGatt WnERpy.Y said processing tool kit into said
aseptic processing area, after causing said data
pr ebassidngutpun closstadredsdapcindic@esacogpriendei betweme sapd tviacrdss-checked
Iurgllty of bjological-material identification data
dafg. sHd eneraierAERIFBIES Py i Pragaiting Pt IR s3d psgPiF Pracesype area,
P TRLAR] S QRESSoRGhOE ENELRRRTa! Beafl dnOIPCERS biihlity of
kit; and en sal d output cross eck
bmlngibaiaﬁamlah tdentifvatiai dan o;ethbeﬁd/\e@pecaae abol Viﬂ)entlﬁcatlon data of said
cross-checked data, said operator js instructed to
combied ProFesping opls engiosedimiseig PWH?SFlég LebppMy the task of
c [ S p 0 t a [ C o
o ot 340 PP DLRGESEU b ORlel WLDrR Rkl BBk juid o
crodgichérkédiddid) edid opedtordie snstrik@edstb gpri@tn, andd@n hadliifk @hil¢dttdpping the
cross-check data indicates coincidence between said
tagh/f cerpYdREssaidpErcRsEe (et it inkgl spidipemtic RIFEESINERI® at or t o
confirm said output cross-check data indicative of
sai d coi ncidence, and then causing said data
3.pr DieesheiDasudeiibed @ @i QG ivdicd fartiep @elddbcthe BRp Of, wih daid output
plurality of biological-material identification data
cryisicheck flatp ndisgesc eqincidenesopetvea nyaids EV@afrpwh%PCh degp, algwipg said
opex%p? L&A rid & ? u%q(u? ?ross\?a%ec% daerllr%lcagve 0& sa1d comcildence gnd then causing

prOCGSSI ng erearter sal opera

safdieddi bfo@@sﬁlg) uBi@hd YssE@atel aPIpOGES ShGf LaD bluk:t'hfy bﬁ‘ﬁl@loél@élfilnaterlal
aseptic processing area and open said processing
ldmﬁlér«aﬂl@n tatg tyith said eespegties tonl idegtificdtienodets af sald perakiessigirergssing tools
mwg §n&u Q%%%&Q 33 ned processing tool kit. 4. The
f%% LIPS M claim 2 or 3, wherein, after
Saxbﬁi:r&ﬁéloialdj%&gdtdrﬂg iR b WafP Qalwyréc@ssm%ttgcﬂ AliNGhtd Eh‘?d aseptic
task of carrying said processing tool kit into sa
pregsesig] areapand cps's pad) prrassing tal kit sopetoathker out saig @onrblnetdentocessmg
r est. [ carrying said processing too
m%fﬁmpﬁ?§°§39@”g§§ﬁwﬁgﬁkﬁrocessing area. 5. The nethod
as defined in any one of clains 2 to 4, which further

i ncl udes the step of
4.  The method as defined in claim 2 or 3, wherein, after said error handling is performed while

stopping the task of carrying said processing tool kit into said aseptic processing area, said
operator is permitted to restart said task of carrying said processing tool kit into said aseptic

processing area.

5. The method as defined in any one of claims 2 to 4, which further includes the step of
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-29 causing said data processing unit to instruct
di spl ay neans provided in said aseptic processing
area to display said output cross-check data. 6. A
processing tool kit conprising: a set of selectively
conmbi ned unused processing tools including an unused
di sh and/or an unused centrifuge tube, said conbined
unused processing tools being enclosed therein in
caBdNARELIR pBcs@hd uld BGRISENGpRY W8S SprbAddA&n RAH _tdgébﬂ(??rocessing
in an aseptic processing area, and used in said cell
arprto displey sigl o ess-chedyalatier wi th a bi ol ogi call
mat eri al consisting of a cell associated wth a
specific sanple and a culture nmedium and a separate
6.Pr ReRe&EIAYbOG! cohpalitgli Ng a chemical  agent; and a
wi rel ess communi cation device attached thereto while
haa sengf $electivetfecrmbiined ainused poba¢ssing a®bi igeieting @ wased dish and/or an
rocessjng tool kit and appended thereto, said kit .
“‘ﬁ_% niiies: b 4 %P‘Ta’é‘}eﬂ gﬁ_uaegsweasef@d tagfst pringogclosed therein in
adlvgﬁQBf ; b&ﬁ}r&&&ir@%@:e%b %Q pérﬁ)rﬁ'l&i ﬂ%layqp% Eﬂogégﬁgg 50a. and used in
each of said conmbined unused processing tools and
saggipel ptedssing procedsriedeass with Arhivlogiad matrerisledohgeingiof achiedssociated
toa |, orrespondin% one_ of said conbi ned unused ,
Wit} 2,%e<l§ $9giPlesat & culfpre mediyn, @pda sepgrate pEcesging toppinclydipe ¢ ghemical
aé%ﬁ%ﬁh' processi ng system said cell processing system
i ncl udi ng: a conputer-operated data processing unit
prewatossi agunvn@hton dptiecetchet ibdrétol otHile rhadiap &it identification data
configured to indicate an instruction for a cell )
asHERSE 48 SPA PrseBEesiecldid s ypendat deprai-tiddit depfificatipn data being
asR)IcH{egl i{hytoglf 'Lda{tl?lgeﬂgh %Q‘Ja 'vm%heirs I u%lquélg %Qs‘één&l ?oa&llcg A ?5}{1 Rombined
uni quel'y assigned to respective ones a plurality
un@fed bprodesingC flols Naid edpiperldsd tt® ab@irsledd] @aintmichttonS ddvibe Clathed to a
processi ng process, and a plurality of kit
corrgrppRding w8 o1 Vit cembred yuspddrgeesigitepfed to respecti ve
ones of a plurality of said processing tool Kkits
required for said cell processing process; and a
7. A §kR6sSink @84l i Kigfod ik irC @ BIU pkdeadsAB | syster,0RMEEdIEFtoée@sing system
. sai d data processing unit, said processing tool kit
inglyshiggr: p spButersppetated dita peicessing veif precionhg et inprogsesdnstruction data
£ QCE Si. {ooLs eqclgsed herei n; and a(yﬁrel?%s.
cocdmuny c‘:“;h?ﬁac?na“ SVIRCCRE rt*‘a‘%‘:"f‘1 SIPCFE IR RORC A pgyiaied with at least a
&I ioh Bb1dpUdBRGke ] QEREHEaN0n URR | uBiquihiabSerB@Vd RAptive ones of a
plurality of tool identification data uniquely
phyalyy ghtielogienl matspials to besulyentest tofaig edllprocessinigiprsebs Land sgpbiirality of
.processi ng .toal s, and appended.t heret o, ereiln.said .
GRS P e 25 HS e PAaltim Gy oo frocesing too
kit d&ftrbd i&radaldORLIIOAb@ssing3Process; and a wireless reading unit communicatably
connected to said data processing unit, said processing tool kit comprising:
a set of selectively combined unused processing tools enclosed therein; and
a wireless communication device attached to each of said combined unused processing tools
while having a plurality of tool identification data uniquely assigned to respective ones of said
combined unused processing tools and appended thereto,

wherein said wireless reading unit is adapted to read said kit identification data
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pre-appended to said processing tool kit, and said

data processing unit is adapted to choose an

arbitrary one of said plurality of kit identification

data associated with said process-instruction data,

and cross-check said read kit identification data

with said arbitrary kit identification data, to

output a result of a determ nation on whether said
pxte ‘ﬁﬁpeﬁ&éasté s&i@ %ﬁ%@sgmg @Jo@ki@ra‘ﬁd Qagh B&h ‘Bﬁﬁ&ssﬂi@ hﬁh 1s%§ﬁed to choose an

in the formof cross-check data, wherein, when

arbitraiysone ®fifaid piachlityheftkitsidéntificuibp dbta assogged el kaidl atoaess-instruction

i ndi cat es_ coi nci denc bet ween sai d t cross-checked
dagen P2l T ebsE Pt Eﬁa‘? Plﬁ{ﬁsmf@eflqnﬁia%ﬁ& S@ém%ltﬁfyc%@g@tﬁ@aﬁon data, to

1E LQ%%@S%R o? a dgéﬁﬁhitnggnt\@leﬁi@lr da¥d %' c%sp Eﬁ%%ﬁe%sda&gﬂxé 9(9Lc1dent with
t having said i ned unused processing too
eaeh othasiadhe fhed ef omgss-chivcbbd@as asepti c processi ng area,

and open said proceSS|ng%tool kit so as to take out
saPierebnBheiel it Aerdemep ot s8id| wtput GoFscheslofsta didipates coincidence

beq\ggeg esgld RKQCFRS El{égke%ocf?il Eﬁ B?erzﬂgrt ﬁcol%%ulﬁl Bl cef? % O(éesgf?lg %rocess is

processing unit to assbdciate a specific one
pdpinitted |td teyrrpisaibdi PdRGingadoolNkit Gaviag sald cdembintd @alsed pradedsiag tools
with said respective tool identification data
engloprelribraeint iBlo 9 atPPHf Pretestng aredy ad iprice a3 Brocesaig toakkit so as to take

ot %@%E‘Sﬁnédoun%é‘éddpr&%%grl&)qs HOHSEE oBERE FRRLRs tAPKR  after causing

said data processing unit to associate a specific one of said plurality of biological-material
identification data with said respective tool identification data appended to said wireless

communication devices attached to said combined unused processing tools.
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