TI TLE OF rHE | NVENTI ON Met hod for managenment 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 cabi net, by use of a processing

materd @ T inchENIQoRr | ses: a biological materia

consisting of a cell associated with a specific .
sanplMgthod g’é Raggensenhfiselhprenessig iprpgsss gahispeassing el kit therefor
culture nmedium and a plurality of processing tools

i ncludi ng an unused contai ner, such as an unused di sh
arBAGHGRDERAEF TERINVENIGENt ube, and a cheni cal agent,
wher.ei.n rogessing tool kit is prepared in advance
oflfﬁgogtTf%?Wﬂ%eSS|ng process in such a manner as to

al | owhape@ht iNen@ Bl 6Ld ¥ @ln)eiHo® TR R SChn LRG58 RO plo8@LiSe process
i ncluding the unused dish and/or the unused centrifuge
t Ub e pafoiyed ama asepiel mplptabion aren seth ihe piolaard sty dabing, tynige of a
ofﬁergcg%ng\ﬁmtatglbal wﬁngg ST C ess&}cbﬁ(é coagu gtgrgah %orné] [ng A } gelltag,oottaled with a
pepécdilcnuhple seel ds dpﬁlﬂnﬁlﬁ‘&&lnﬁ@ﬂ R S8l AIGilig nicliemCaahi medity of
processi ng tools as unused processing tools. The

prEYERTe foRlF dshitinR anprssd cojtaiies Such@s 3 ptsd dialsgnd gn pyend centrifuge
Ki ttlbcf Ad é"aﬁnﬁcﬁ‘l Jggﬁ \Qﬁ:‘i‘é]pgprocessmdvgf)lekrﬁﬂep%pgrl:cp 91' eldyance Qiethc cell
present invention relates'to a method for the

rmmgpg@mg ptocq'gf, inguged marpploaggs@kowgl spirod c@ss velyocolpdined processing tools
gi 18?%?‘:1 m§r unu c td)IIS% d é@flor nté% I{Jrrtlai%eli/ (f,?mél}%? ngg rbore eé:eélglgzi%a alaérsein? and then
medafell o dﬂﬂ b;ﬁ‘ehedGﬂmﬁf th&R&tic AampPlioghreah WkBE R bk 3dmbined processing
consisting of a cell associated with a specific sanple
ani@olatherpiranyyoes trersiienm thaceP pPeeweag pigressasing e eomingg pipesgsing tools
in , » -
o B P8 B P SR L PR bRl B for e
pribeegbidng t ool s i ncl udi ng the unused dISh and/ or the
unuseg centr%& ge tube to be ﬁnclosed therein; and a
separ4t'e Syrijely P%@CSF%'P"GP‘W&II AFSrig 2 PoERE fr g magggsprent of a cell
WhgE@lsth Wotdeesl oMt Jefrbrmdd inQR 1643 AMABRAGSALEDs0h bk §i0Rkarg safety
identification data which is uniquely assigned to each
ofm@he,b@nbph%mvgwmeeeevmgmv@UmQPEﬁ%M@eémmmnnmhelamuﬂmgofa
g[%o e?]s%tlaa %i w1(a1 a 3 ?Jé% sagiﬁplan(P Q 8?1 télre edfo%nag é’lrogﬁflﬂggm kit prepared in
pr aRessHIIg &al@@b&smﬂgﬁmﬁé@ nﬂﬁ@ﬁnﬁt@iﬂeﬁa@to allov Lset AGelectively combined
attached to the processing tool kit, and

pr BEwEns; ey inpfeding ke aatsed glahmd@a thechmpsg iceififemet tabegtp be enclosed
' N&EEY %1&1 QQ:pILrQ[E pltogagv.u?gql)cll it ﬁ% 1619%&]%%%1% %v%ec’relﬁﬂgldcnuﬁcatlon data
associated W th l'east a plurality

bi ek@gicd adithrrat! ectmaﬂimmazieratal Whichaik iveiquely 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 1C 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
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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 conbined and separate processing tools,
and a plurality of the kit identification data

uhiacppionoly sencd aesective @@p@f@tnlwﬁl%ﬁé@ Rilogépalypasriglsi Aty of
tsl?aert, {:HQI%CEEISOIII E]]aq? ltugq%l(ejlg ass grr)lfr:dotg éreés ecﬁv (}algs (? q nqu‘rlﬁ' of sh es 0 the cell
C]ﬁdibﬁﬁﬁﬁ ﬁxdcds@ a plnalitiof ﬁla e;s&da’nﬁﬁdmmglammmt]uc])!Mﬂﬁgrxedifotr@pqctmcmncs
response to reading the kit jdentification gg&ﬁ S
o pemenatringd anchieriiple PRSSHMG 9plsommd i pluralify of fie 404 ifgificatiqr data
r t , A Blihg @bkt REEEtored in a
e e B R R
vwotrmutbrhn@enppcbdv@sxsechm ripi¢ tanomngattldy pamestsd dethe amjless reddmg unit,
cross- checked ntification
t Hllle{)eﬁ%eﬁ’ ip heépoasaw%rc&h t@g gl? ﬁi&ntnulﬁzftl{m 9 %1 %nrcl%dgtg th(t:t Ijlnocsi%sné% {301 kit,
| ghCatyivess Obadwpelinekuch e 4 Wadsr as Srbfﬁrb@C(Kle hfdad luali® of kit
coincident wwth each other is output fromthe data

pllesEesphgpantioriatedih BB yrocsBprpiondate e fdgroppcked with

t ﬂ@ regc'rlﬁpfd nt1ﬁ£a(a§r§ aa%h ﬁ]%%glﬂﬁg @até ﬂgéegs%{g%ﬁn Ca% Q‘S:Jq qge@l@ fata indicative
bet ween two cross ecked data, an operator

| ﬁl[V\@llethadthct t‘Wot dies-ciekhed pinio ces®innigenp it ess oihsr ip@ntmttiteedhe data

to carry the processing too into the asepti -
pPETEde Y &P PV Topeh C?Irf%mﬁ{ @’8 L8 OHY "t BT SRep g indicares
t adfRiOME b EenCRIRING ks REREQSHBIaNG §RAS iISOVASIntIR cell processing
performthe cell processing process using the conbi ned
ppveesis bagititdolcaabe untsed i it eshergentiopPessitglagea and open the
E%li%a%%rb t(ll)Jog }eé?l[(])tﬁsltkt% %utq!lebcom{)mﬁ:gi %ﬁ}ng bo?)ls%egsgg ﬁe%‘{oﬁg%lg 9 lpnﬁesmng
Reloadse@dindiite combind®@eeesbiny @alk 8s unhded bha—:ssﬁlilg&bcds OfThe present invention
t herapeuti c nedi cal researches, a nedical technique of

c &l 5l 2 droesspine eIkt & vesdn e BvamBPYl ogi cal body to
regenerate inpaired biological tissues, so-called
"regenerative nedical technique", have been actively
sﬂdd%@mnmmhémﬂe@emenative nedical t echni que involves a

need_t o i ncreas s associ at e

et B G Bl B PR it Bttt somehe igge of
I e@tkined Ei0kolRRed ﬁblﬁrl’dgidloﬁltkﬂ?rbamao fefherbig hm&ﬁ:’rhd biological tissues,
culture. In conjunction Mﬁth the cell culture, a cel
proedisd |'meFngriye asalical eplgivelg bavet ek agfvely esﬁﬂd&éu nigre aregenerative
fggg%él gcg{;/ne e rmv%H?s a 1Lcteﬁ g?i nﬁcg(!age Illﬂg trngléﬂéﬁ cl)Jil ]éqroeg%)]pﬁtremgh gttlc,ast one
prsaaess thg gtv@xD{/aﬂiuc (€g.Qa yalwaupiral fohanngeeldd Oerapi eough cell culture.
containers and a wide variety of chenical agents
dép é‘?‘?éﬂ“ﬁ@“ Pt e &él&“‘b E}r‘“ﬁ'b Bigeessingspr %"ﬁ%?v%ﬁ"’l‘?dl'f‘gljl té% of feplacing a
anGidider s @Ub%l!flﬁlhi & teARE is [@ffm e Qtledgtebew%?%p ﬁﬁ&egmngatlargénumber of
required to allow the cell processing process to
: pEPF‘(fCGﬁSlnEtQOIaG(EO ﬁ@lemghwdrechorsmqrq @ntaingp @xdat widgvapetp cediemieal agents
SO, as elimnate a k of S a ation .
oaRBue POl PytRoi b H0BERAL T Oh R, s v
avRpddicd, 8s LG HLENEE 1R kel NMPRAINEG HfoddsSto PapérfoRmdAr-0dFRtingg a strict
hi gher efficiency therein [see, for exanple, JP

2004- 016194A (hereinafter refzrred to as "Patent
Publication P)]. Moreover, differently froma process

of manufacturing industrial products or food products,

in the stage of increasing the nunber of cells up to a
required val ue through cell culture after conpletion
of the cell processing process, a record or history of
each cell has .to be strictly handl ed throughout the
entirecell culture stage, in ViGMIOf a process
managenent [see, for exanple, "Kinetic Assessnent in
con3|derat|on of Fbterogeneous Characterlstlcs in

C e— o ~ " "



The Patent Publication 1 includes a description to the
effect that "a cell subculture technique is generally
essential in a cell culture stage for increasing the
nunber of cells up to a given value, wherein it is
necessary to perform cunbersone/ conplicated cel
processi ng tasks, such as a task of replacing a

culture nmediumreceived in a container, and a task of
re-inocul ati ng an unused nedium (i.e,, new nmedi um .
Smrvtinggar@sdtas S‘U b@ mb teﬁmélalpreedii&lmf wicsstrogiashipgion b¥pygen tespective
(F:;)gltétigg(’!r:l] 8’ g)ﬁlélHOl)t ]ﬁ)gl{ls aaeﬁl OI‘PI Ca c?uilie:]ncos?%m%ansyﬁns mu]e promotmg
bAghedRicndPPENS ade, i@ cRanGlY, FITUZ004-CIBNI4A] (RE Eind(Sr I'E:Eﬂcﬁﬂ tb @s "Patent
manage the culture container so as to provide enhanced
Stublicgtiaaric). iMoredyer, diliprpntly rf@@easté?‘:ﬁﬁ of agrw&cwwgdhd%ﬁ]u’bodm or
ot%gheJrMuag He Et%ﬁgl&f Yn%gas axﬂﬁtg(“ geﬂs Qy waﬂeq%?f&ie\rafug ﬁﬁﬁgh cell
operat or dependi ng on | d purposes, to suppress
t duburo gy wn@man @ffthes:en n)mu:swmmcdzem 1sgordserdistogsof each cell has to be
Cr 0Ss- cg éaninati%g bet Q respective containers
oPrEHRbIBY PHERIOY FhHETRGH BAMETT ERIbPFE &L T BIRCE ‘P%’&%"B“&“ dsees
ArP8aGHIE, PR AQediiS 8f dofSderatiflpds: ITctcl@cﬁéb@‘@h@l@lctcrlstms in Human
het er ogeneous growth characteristics of plural type

Tlsse@ Chigiree goh Beepooess Aesigh wMetihizp Hinpelarasd tMasghitp | Taya @chool of
::1%] 1 ‘gmg\n ﬁ}gnscl 0 (gg\ceh? ?cﬁ%%hog?g)éalekgglan%tyaJalp?n% d\qglasg\l/2/2a0r(1)3 Autumn
SMbetig OF asimi , ChahenleIndussry Shagatial (feephaei mfj;rrhéto\l\@e MNon-Patent
containers to divide cells into a plurali

el T r Theefolfy & iramipgpct E?rpé‘&"““é'h‘&"‘&%ﬁ ORGPl

g% Wt JT r&nhd@lﬁgg E\ﬁ{uhsﬂiéd% Qflasl@ojsdaﬁﬁfu%dt@n hiRGaRfor S;u%’nbcﬁﬂatmn ina

the replacenent stage and the cul fure stage for the

S freibifyf eomplignp evithf the eGM‘; (éioed p@mﬁf@;rlmd létacllep)tfiqmﬂﬁlgms related to
ear | roc

O{nﬁcgbgaflgﬂa{negfdtn@éﬂ alccm G ing fo 2 %S cmﬁ@ t%&l%%séqu%lg QrogeAt B (é(?fr).‘a%scd an

Nena -chat ﬁﬁgulaﬁbiﬁ' [k tdr @Ranzbld, ﬂﬁir-’ﬂlﬂﬁﬁlmﬁn@ﬁfﬁ}ﬁlbﬂn&ﬂ Iaﬁkﬂ PIaﬁl $ykems”,
effect that "in the above case,

i's

pHégshir Rang AeoBmml fgyicy Nooflt: v%?ﬁfé“haﬁf?é)af‘ (Pﬁr%ﬂéé’écf%ﬁ%{g‘efﬁ%%‘tm as
an | ment), in addition to planning,
dgg?ngﬁlglﬁtgl%gﬁg%goﬁgtructi on of a hardware area (cell
proc@&ﬁhmgjﬁamwkMﬂhm$mwaahﬂn@mpkﬁhﬁﬂ&@ﬂhﬁhcdfmmmmmemdmmpg
valldatlon based o sre

L

i ety ERTEHaL e ??Eﬁﬂaw&é%m %%@f ngpochH °8ﬁt”P ot s e
PRLAGSES Riid1@cd8GE §§rfo'n§ cibbetsbrhd AP Bafe® E@ﬁgoc%xnétasks such as a task
bi ohazard safety cabinet or a cell processing t ask
t ableplacifeor entidre wictivmarpeciysbintd eontraer od lagask of rainesglatigpnanginused
;trn’%,cle g;et e%g bn?esc'huml')] sg‘quglglrtids Ep Stébct::\glguge LS gllnr \eN h ocel?s at l1 cg Patent
C PaSlic&ioh MBurdér datlodceasihics Gvﬁ{nai sulH ag G;ﬁntd'aalmh U;ﬂ@sﬂnch)ﬂs Obarcode,
processing nmaterials required for each of the stages,
s &Eﬂ?n‘h’é togt it egiatg s tract @ priangee B epltyre SPIRREE P43 toggrovide ehbanced

cﬁr il She tc&P})r&ess‘ﬁngasﬁ%ﬂ]E}?\gndltpgtﬁcr&lb@% &ﬂ%d {6 be handled by an
nanlpu ation area to process a ce after
C @mprhetwcbmpemfor tdérendigy dn preodse P8iprRgS, o snpgss th¢ hegurrence of serious
processing nmaterials are sorted into a, waste materi al,

arfF & ESeP C‘Pr‘"’éf%‘}“’l"ai’a“{”bbeb”‘éeerb’i‘“’%’&‘é‘r"%‘é"&“‘mﬁ‘é PT BRI £
it | STRENEGSSANY 1>ﬁm1caroﬁaefnmedets heddasBhidhl oML @FécRlthat:N'in view of
a:frozen state (i.e., cryopreserve the useful
material), the useful nmateriat-will be transported to
an area equi pped wth a freezer, such as a
preservation room As for the waste nmaterial, a

di sposabl e waste material will be transported, for
exanple, to a waste roomlocated in a vicinity of the
aseptic mani pul ati on area. Subsequently, a plurality
of processing materials required for a next cycle of
cell processing process are carried into the aseptic
mani pul ation area to performthe cell processing
process in the same manner.



Therefore, in the cell processing process consisting
of at | east several stages, a processing too
i ncl udi ng an unused container, such as an unused di sh
and an unused centrifuge tube, and a chem cal agent, .
which are to be carried into the aseptic mani pul ation
area as a part of the processing naterials, will be
significantly increased in type and nunber. MNbreover,
nost of a set of selectlvel¥ conbi ned processing
thelepgwcm slwRschepeigistes 8 miusl Mepssolfcsls ¢iste ATt é”‘@é‘l fifferent
eSSIcp ?ynﬁgsg&? ﬁ[%bes?ﬁn% n%Tu'HEQ n%ﬁ ﬂ@\chgéﬂagéiaghlb E)ro%éé ,%o—'uzﬂled
8w’ of eventT ng Cr 0SS- cont am nat | on, ereby a
W&@ta&t Sﬂ’ﬂ-bxaﬁdsﬁ] wheesil b tsiapgoff i fwean dll ,&mg;&a‘bﬂye]dc cells into a
processing tool will also be increase

dinty
ﬁ%&r of ¢ IR Q ég\;ﬁ@ge stqg{; ake dn g%g% #&11: A%igll]g ong éﬁyg{tq %? ﬁ,églyst!cs

tdr quefci@[ PR 6 EHME |y 1@{)13(:@1%“1 s@{c%@%'cﬂlgllé’ﬂ&@ €8 She specific iype of
Moreover, 1t cannot be said that there is not any risk

tiﬁﬂgﬁmﬂhmﬂAmﬁdﬂassEEQLDDbkmeLbQﬂdMSEﬂde@&ﬁ§QJNm'WH*Of

er roneousl ed,with and used as an unused
pF@t%%sr%ﬂﬁﬁ%%P%w Thus, it has been expected to
pr OVIThQEmaPaﬁéhSPL%Hta‘ﬁalpiab}b]ﬁdd@ﬁx dakdigbion BRI Cyalkiat of me abobve case, it
processing process to be rapidly conpleted w thout

i SPbreid | 1P ReRcofn FOPWRER HHMAN LY Brcst elaapgeplog)d quality
alﬂgla%ﬁ ﬁ% Q&ﬂﬁﬁsé'ﬂi‘agnlké’q@m%r}d%' DY BsBEREE S b Nhdb@Oarea (coll
Kit ichis prepared to alfow a set of selectively
clodoising dhebiti G @sd impienteatalicn of Raiduh.rigsed on drdBdliRepukshons related
and/ or. an nused,pentrlfuge tube to be encl osed
t REPELRUIOBAYY F¥8nded to be carried into and opened
Wt Mgkt & @ﬁﬁcp(tell Gr oﬂﬁﬂh;ﬂdb@hl 1O4icAL PRfoEAARS albRhdzak 8af@yltabinet
the conbi ned processing tools therefrom Japanese
Pertaeeit prpgsssing ristablg fern@q? withafasephc PRFRHeRT RO TS PP B pasiS,
P:yn,@(hﬂéhg qto a @ed) ?fﬁtﬁ lp%%c%ﬁrca '[h%g ?pf?{eﬂ 0%%51 %c%@ consmu gof at
t of ing a given vo . Several
CR)st S'mﬁrcrﬂ sﬁﬁﬁ'pil purflgy of prochsing mawdalovduirtdifoasuch of the btages such as a
undlfferentlated state, from one donor who

paiploatiY malgi apdichlualdy H@P‘?‘ﬁ@“ﬁ fobet Grristede AE ﬁﬁfﬁ%ﬂ magngfgion
Cgrteel 1 ;ft"&@% %' c@l@d ']11181 taﬁ@ c§1§ﬂgloﬁ wof thre Q@n @Q&Hstmg%ggbeﬁr thfl gﬂacessmg
up to about 107 or 8, so as to therapeuticall

. ackpteHlssesor ttdheto @e‘tabls mtamrutl hed p a@ftlémtﬁmldtw(% puﬂi@\'@n dFot gxample,

Fl dt 18 ggoe%%y oopdi:scrv? gpz el‘ﬁé dna?egal 1 f]tozelu s{]ayen(b %{I(?joe[%erve the uselul

CﬁJal!enJl)Otthqeﬁm Mafehig tvan Bdtrh@poﬂecp@taln arh cé{\h@c{l Sitila &i@d}@l[ sxﬁlﬁ as a
the cell in a regenerative nedi cal therapy, such as a
dPisserat e a Ac ditthd Yagiganatetiter digovpligrage matepampll by transported,
PEACEITUN G0 MRLRLL 6}5 1dARa i @%Lmﬂ; T RE CSHhD Guabi gﬁl!uﬁ, area.
per persdn require fora cel processi ng proces d

a Sprsepety,ngplpnldy 8 proaksigy eatriahgeirgiufot umext rpdd ofcll S)ll(mgsramg
peri pheral bIooﬂ for an au Qloqous serumto be used i

| REPERET AEIYIHYEC B EeHe BIRElPs Tty et & ¢t Pf@%ﬁ%l%g proccss in
eRRmUSnspeci fically 300 or nore only for the unused

di sh or about 250 only for the centrifuge tube.

Al t hdbryHore, e ths pat iwpeehing ofagsse donbipling lpat mtesmel al stages, a processing
gﬁcg‘)ll {cl:lghﬁ(}n oal?l gglﬁésedz (‘é?ntgucl:mgr %udh attsoan %Eusedk dls?l an& ?n unu I‘ ?(%1 r?lcgqube and a
S uhyraed egémt @high prel tBRYE Veargitd tnuf e Sicﬁt@emﬁﬂ;ﬂllﬁoﬁ wbC b Yhe of the
stage, so as to neet a mininmum need for preventing

m sidentification and cross-contam nation, it is not

i ntended to manage a | arge nunber and various types of
processi ng




tools accurately without error. Thus, it is obvious
that this system can nmanage only a |imted nunber of
processing tools, and requires a relatively |ong
period of time for one cycle of cell processing
process. Mreover, if such a |arge nunber of
processing tools are handl ed based on this system a
time required for the cell processing process will be
significantly extended, and a task of sorting the
P POCESIS] lwgnin!atwéh babignifiqanity increpsesfiy yparaitdepmpgr. cogjer, most of a
DF% é)g Sscga W eﬁy copbit bme nglrocé:sqggloofsysugb g&f }ngul:s]% &)gllallnef.ﬁ .rfoqcﬁgcs ﬁll 49 cell
| lpllﬁaisyngtlﬁoceﬁl.@@fohﬁﬁ 20 G QUPJSRINC@peth vidivsif ferdhiifyl ceat- to@tamlmtlon
bet ween the useful material and the waste materi al
t et el waskemateiiab opaldibee Iram Suh; &y fisogable; prasesping doof il %o be
I{C.R:Q‘{%&) I'fﬁ!{ﬁé ahcfjﬁ]mbbf ' ﬁga %Elﬁit & IM&:@SQI yaﬁ {afdla Hﬂéﬁ@r@ for one cyc]c of
material, to cause an | nperm ssib
c rak progeohtzganeceat | Movedvag iitdemiol bcswm/mm‘m]@s STHE apNVERNTR @Nbsed
t Eg)\é%i;en\évgstg& ttot lir(]aﬁ{fgag c\fé gsrf?rlfn%%ﬁs d{}l?(glc tzl aEcQIISf:cll a6 Iﬂggnugelajproccsmng tool.
Pr oCags, iR 88 BHBled B hidGd: £ARAR LHai ofBRAGIe RG0! cell processing -
pr ocessi ng material quickly and accurately w thout
emragess tode @p@v@mnﬂbtpfbwr@gmeaPldwaﬁtcaws!m@@ fﬁg‘“‘ﬁed processing tool and
pra%% S %()Ic&gnt% ﬁgll ushll a sg n%toglrkg%%% I]Snjge q{%ﬁ llg\l' a sel of qe]octwc]y
Pt er w a%e rocessi ng tgol, such as
Ch&lﬂb]ﬁ(ﬂ| pr&geing too%hﬁdflﬁimg dnhewged @l(sE&ﬁd/dirgantlmoded kéntr 1ﬁ1$ tube to be
prepared in such a manner, that % npre sel ecte
F egtips PepigenhiirBle (ofe aHES Bl eeN i dPéi‘jU‘f“r“éaé}lpf"G?"” area
a 58l b R &1@@1§§dnﬂ:@m@&%€e§§§g tbhs thGerfRY fOormed in an
aseptic mani pul ation area are enclosed therein as a
set Jfpasred Retetni N@I3y/06d©ﬂrﬂbprnledlepmtm€dst9|aﬁgl atepidluglicaggyd") discloses a
T pgfcger'ﬁxlve {n@&lca &%hn}olrxe o ac fl C 11?;;18‘::%‘8:? 8?1 %‘é Z{C%S Sscg!%raﬁccfg avgl'ug'qls']c (e.g.,
as:s)hcgmadml) 6 dhespeetiiaed OBeSidaf ok end ombhandu@r, AEEBEERGg the
tool s. It is another object of the presen
i e ob peserrhppd vicpre ol Cﬁvlae@slg ths Grpido rﬁovéuaPO“f b(} o 4% up p about
t hﬁ‘)? 6elob PLAG ﬁééﬁc‘{lgcaﬁ%%ﬁﬁﬁer%Q@l%etgﬁﬂtmf&ﬁtt hﬁl‘és 10 and 11 show a
Just for reference 004- 262617A (hereinafter
r efygical edmplo ols réqgRatientubdPvb bnoc;asungomlsf’cylmdd mlccﬂmlsf, an autologous
T T A P
st Qle}kasgfdlsﬁ M@Q&ﬂﬁ@uguﬂﬂ@ scﬁi@ﬁgadq FBNAG BRI SHALRIN | Bhe number of
desi gned such that identification data configured to
i dmmesstng teodsciter pfrsop rgsiuigedalor ¢ yellofrocessivg BrEes gud %pra‘i?é'@a gegess of
t ocrgatirﬁ% ra] tcgl%.ge E1aChe?1[g ]t(p%rcpgnfarlalg%l og%g Ioaﬁ%looﬁur% eso u{n 1oebc used in
I dﬁ&%dsfny tha nGbt 6 caigrbyfedll cultiirdIs@omions) gpetiienllg AMPO ARt dly for the
together is appended to an |IC tag attached to the
c obftusgddish or aP?}@gftOr?é‘ry ot heretniges W¥pect i ve i dentification

dat a Qlflhoﬂéﬁethg %ﬁnﬁ&ﬁéed 1Wh[ﬁ"c! ?'mglt tl)nﬁlcation 1 1s adapted to check culture
procedures and conditions associated with a specific cell to be subjected to a primary culture
stage and a subculture stage, so as to meet a minimum need for preventing misidentification and

cross-confamination, it is not intended to manage a large number and various types of processing
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conmponents are selectively nmanaged on a

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

war ehouse, and on a conponent - by-conponent basis after
they are taken out of the container. Mre

specifically, the managenent nethod conpri ses:
pre-inputting spare-part identification data

configured to identify each of a plurality of spare
parts whi ch have passed an inspection, into a

styat% A@atﬁtclylvmllpla@rralt t H@h,etilswbwals ek thes:pm&tdtan dpagyse oy a limited

art pr uttin
i umb 10c s Togls F 5 a rela Cﬁ( ) N&d tlme for one cycle of cell
AL Pirioctn Tl 0 s gured et Yy™s "Eont Qe

f prbcds‘ﬁ@r]ﬁqnéh&t I Mgredviieil S@Bﬁ&u@ﬁiﬂﬁ]&l bOgedhep toolsﬁfe@ta]ﬂiled based on
container IC tag attached to the container t her
WY HER 2 lige wewkf@r BheeH FIYEHRe prerst b e %i%‘l“?fﬁ“‘g{ét‘tﬁ“dﬁ‘f and a
t Iﬂi@k °P Qtfr@ngptﬂg tpﬁyces@ﬂéj Jrfaﬁﬂg’s o %qgcfﬂr PHERP 'aﬂgat\ﬂ@c material after
spare-part and-container identification data fromthe
c omtatines! theCell pgsestin rp@ptswlh‘pcamsﬁt attmelgualplidaled. ddsatlikely to
or distribution e spare
AP G RER s 0 PEHERE RS iessh SEne R RRR & oupt quferia
Ofin thB&voRPakE Rk BiRRS &ilkiiAhd Mo SORMDBsIF QchBicd billi e@fed as an
to a relationship between the processing tool kit and
edthepalginletosyb Mg PisHblE SersrignttpBitien inidethe present
i nvention, the container-to-spare part relationship is
no nore than a relationship between a transport
C GhvVAMAIRY QATHE avivENTION] e to be transported by the
transport cont ai ner, and each % E? respect i
spar G P ¢ Gecmieict PG tdnaupRiep gl the prss ‘H%"C&‘ﬁ’aﬁ%}?rﬁ‘éﬁ‘%a cell
I g:&@gﬁg ﬁB&ss%fag%ﬁ't&Q%c@tB@ Qap)ﬂﬂlé & rﬁah«%n@Qrﬁ(@és@ﬁé material quickly and
entification data input in the container IC tag.
Thaturaiely withpat eremttau mevent| aeiqal hezals, oning at progeprihet thed kit as the
_ﬁga?‘orcgsm n%rrn%ttenagﬁ er w %IS%HI‘H. eap%o%‘cs%rrtg tol'llrs]%:(:lzh {lsl?ftr Ch'(:ﬂnrl]l% l%t%cng wherein
I dl&n;trbtiahfﬁé.tldo@ﬁtt Gtaﬁrapa&ﬂdn kit aspane-ipaito hdesnt Istflttc(i:atﬂoﬁhm large
data are input into the container IC tag and the
s AR ghipset eonfaigrs et prospssing ct‘>|=ﬁé toy he P& Ap an aseptic
S Q@aﬁtﬁttl@%taréa Qa%nént:lt)éeﬁ Qﬁel‘cgpasdaa;eﬁolostle&ﬂgy %8%1&(1 w&s&ng tools, and
contained in the container are sinply input in only
t hesignohtvéh rkerldftn@ﬁtdagl ddto g@bchmd willt b thh@itc ohtaal Rlemtification data
dentification at.ent Publication 3 does

no‘t‘“qtl?t”ctsﬂ%t‘éd ‘e?r{‘ifp‘&“& PP “]8 ﬁor&'ﬂ‘bed SUEHEH PYH about a

t echmi igu@ Rl objdf & thdRbkedtii@ntioh I SroBdCOFLBE 1PRE 8k QL in ihe

data processing unit, task instruction data associated

wi e piogtasingipcsampBEcTat ethoduch as the cont ai ner

I dentﬂlsfl If&'argijcxggcedﬁl ?(104 Q@ié‘i 7Ahg16rc ngﬁ %}ttﬁ:dqe I"lcatenf?l gub% ation 3")
t he contai'ner contal ning furals % s are res:

raﬁdhngamaenﬁﬂ@hamn@mwmd@ngaﬁmmaimcmedam@mﬂﬁtMhﬁagnmmunof

contai ner in use of the contai ner and/or the spare

palt s itk ichomanesnt Hie e magggaih §steRds Higieaed sueh tht

prt@&tﬁﬁéh&ﬁlﬂé&%bﬁﬁgﬁl@d E)rt@&ﬁ'fy%m:@%ka B]D;%m& %ﬁ&lﬂpg&ms ﬁs ab&ﬂ&c'd‘twan 1C
data wth the task instruction data; and [ing t

s pia&r ettaghadl tesa phickrendienprteor |ttr¢g:0tnh®emt$ oss 4d@¢t1é'1@1(10n dau Iutnhgured to
ntly.fromthe

{
af ?en}d;y r?é:ﬁlgm%eﬁ goé E‘ 13% mﬁ{ the ¢ %onfnﬁsnt%%eﬁ%w & apéaf;nd{:%tg an IC tag attached to

the coniainer, together with the respective identification data of the components, wherein the
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present invention, the Patent Publication 3 is
directed to a processing nethod for allow ng a
plurality of spare parts to be nmanageably carried in
(i.e., stored in) and carried out of a warehouse or
the like in such a manner as to selectively nmanage the
spare parts as a whol e when they are contained in a
container or the like, and on a spare part-by-spare
part basis after they are taken out of the container
ofcomyippents al@esclectwely Ignagediey a ¢optamerthy egaipdy éas&b!gx\ylg management in a
a é:léiré,ﬁo 15¢ an on a COntp(r)nSe{lthDé'Sconemecinenl?y sthr]f{hgalelﬁjlc S%?] #’\Q(]:nn({}lte oftthn, container.
t here sﬂc&ﬁ@ﬂ@\ﬂhdjﬁﬁmguﬂm{t Jﬂ&ﬁodﬁonﬂﬁﬂ&agil Agpatirgedphre-part 1denm‘1c.auon
processing process to be performed in an aseptic
nﬂlh‘fp ﬁmﬁa\tr?dotﬁ idepiely cpp of §é’1“6’ﬂ‘ 20T SPACRES VR ARLE @psied|an inspection,
} §Q OPR: ﬁlggttacﬁed% L QYL 6 RknRL sfrthcaépmesm | 3dih mgfcmﬁamer
associ at h a specitic sanple and a culture
rredjﬂnmfmmnca d@u omﬁgsetdng ideigidy a domtamprrfeplansedummhtamvan@te togéther, into
e cell roceSS|n rocess i a manner as to ...
o g LEE G B ol WO D FIRRRE i e ryionion
| Nt W 11 Gpadd p A U@ Ghalth S Bnadnebb@ing AR spblsRand @Bt Waification
tube to he enclosed therein; and a separate processing
t gt flomcherantpiger C dge v nedermegensk, quative asse hdigriRE ppPmagsaent of
pr ing, to a wireless conmuni cati on device
tﬁagﬁpﬁﬁgo the processing tool kit, kit
i dentAlfhb@atirdaicddiiabaseh givednhioertdne cphod els:sipng phrcsodupcrﬁually
kit and associated wth tool identificatjon data ch
i SCE ta B%?ll?l]ﬂéé%fil 6}?88‘15]&1 b‘égﬁfﬂ tl&?fprcfchsgné &?L‘f‘h"é’& each of the combmed
PrRGesmk ReIs iR SeLRGheRRE thdtobtRBer RS- QRS RGP iskb tnore than
and appended to a wirel ess conununi cati on device
atd wihechip beteecn orireesp woitnegr emeaofridhe t@drmww@d by the transport
prcfc))%lgitsl?sr,loagng gasc’:ﬁ) gtl tl?é regnfac%vg %p%{g' gtgidsnui ltcgt'ion at mpu mttpep -;%zrtrgtpc?rglc tags
CONRE h Ufs@Bhtdd Guidh AgH daameera@nmm;sﬁdh Ldi@th it 1ﬁ @e cbit@nes &b tag That is,
processi ng process and associated with at | east
pl e afrnrwr gentifragpp gite ard haserorart iaebtetie dig ao HSCE*J dgrghe stock
a55] ANGEh § RuhRSRACHE ¥ ARPRoAlnoRioR t 3hd b k-
thegb *gggchﬁ nate??a a u%gﬂftﬁlow st t age sBhro-part
| didartififatioataiaare ictait mtouln ctqnltelhgt I(asag aghedspiie-prreKplec irld\n&ndcnt]y, or

of a pluralit es. of the cell S

o Bt e Py 1y o RS St sttt B §h i pgpiner e
U NGRS Input &SchlyAREnthifer1€ 8:R Q6dein¥Bri MR o hind: RRnERARE 0S4
and separate processing tools, and a plurality of the
Kit i tedptpft ﬂ’@témt@m 3 dees gotirivguetyosstindiop algbugggstion about a tcchnique
rke?s %r(e: Engl\lltf"ngh 1n?0 a com I%Frp()g)glji'l[?(lle Céatgy}ﬁ‘OCLSSlﬂF tumg :‘Sarosrlr%mgl?]tj%g a(?l L{%F associated
c owmemérmﬂcahm dqhae Slﬁlahsahcpd’oﬁl@\ﬁ&SdldﬂgﬁddlﬁUntdataE@mhe ad cbrfﬁﬁnekl(t tag of
identification data pre-appended to the kit tool; and
cathe pﬁ@mrleh@mdlgtné tlﬁrp(l%fé%qf ﬁ@arfil]?ﬁl tg; reading Hisgamaing identification data of
ar h‘-'etzcgn@xﬁ%r 19 & o@rhc I:J?\?alrfg éﬁﬁ/@ ﬁlé ald Ea:lglcgntﬁn(;@ n& l!h&f, ¢ ﬁéﬁlbo&us ng the
dat a assocl at ed e process-i1nstruction and
c r dgsprohasink viihie clroe;a:dedkltlte r¢ad glattiffcptoa tiionwitdée aslwnthhcttoh @ata; and

itrary kit identification dat s to out put

cr Bubb@ik spcputs Pl 8 St Fett he o
c I 0SSkl RC higbke Bt @nBte 06/0ét) GdddRE mMibiltd @RGRNO bk functions of the
whereby, when it is confirned that the output
cross-check data indicates coi’aci dence between the two
cross-checked data, an operator involved in the cel
processing process is permtted to carry the
processing tool kit into the aseptic processing area.
As set forth in the appended claim 2, according to a
second aspect of the present invention, there is
provi ded a nmet hod of nmanaging a cell processing
process to be perforned in an aseptic mani pul ation
area by use of a processing material which conprises:
a blologlcal naterlal consisting of a cell associated

- r o o



As set forth in the appended claim 3, preferably, the

nmet hod set forth in the appended claim2 further

i ncludes the step of, when the output cross-check data

i ndi cates coi nci dence between the two cross-checked

data, allowi ng the operator to confirmthe output
cross-check data indicative of the coincidence, and

then causing the data processing unit to associate a
specific one of the plurality of blologlcal-naterlw

i disrens iﬂl?ﬁ‘@ﬁ(tnk 8a Pd%wta“vghwwnt%é dF@%?ﬁ‘e‘ét"HW“%‘%@F‘““‘* for allowing a

ﬁl%rlﬁl geoé' '1r|e t%ﬂmd%t & 191!111‘1%6'?1@]31 q}(a)llpib f(ll ﬁ,e.r,) Vs\;ﬁ?cﬁ%l} i c%t@ng(!l Jut of a

€ processrng’ too eredfter the
O p@teRdue or m& lipeih Fhdhtaethniied ara kdldgtitehanfphgealespiraguit aal wHoietwhcn
into the aseptic processing area and open the

prisE &8 St B oMo ST GRS 150 Ok It PREE BB Eer they are

PrRGESSoNE bARhS of hOMet he opened processing tool kit.
As set forth in the appended claim4, preferably, in

t he iretihodh shibvefthe atiavd dbjdchers a(p memdedﬂe@mfandw 2laigr 1, 8¢eording fo a

ta &ltéS?{ngéﬁ(h gf 4$r grg{ep{;]?iﬂcg ({nh%crc %Vé 08 A dn 9103\'{% r'g’tdgslll'tl%?{) gcill? (gessing
apRPREsk & RIRGEME MGinAfPR, minhﬁ]aﬁ@ﬁﬁ@tt@rusd & afpRdciisibi Mdioli#d which
restart the task of carrying the processing tool kit

i rFeBPTishie @ disdgsiclcnpers eweiting ohp eyl associatedqvid gy specific Jmplg and a
 ARORERGEd AL S RSB T )
| nohasde sis t(hzélostaespi dfscledivgy rgntiteé poadsangiods @sisdimgamumivted dish
to instruct, dis vided in the aseptic . )

o B PP & B sy Pre 6T UF st T ERgtos tudin

dat Remical agolS SRS métﬂfdtcbmbrﬁest pe-apRRERNY &t Wik Rofmunication device
according to a third aspect of the present invention,

t wgpcéeq tg tl}grpwps@ggjtoal l@tg bb@@%‘ﬁ%@mt ¢&ntsl asgigred {phheciocessing tool kit and
pr oce gtgcf ﬁ/igth ?)0013 ﬁi%nu 1catl|%§ g?l%én‘hgﬁll% %nﬁ(ggg agq?gg]ﬁty %?hoof thcﬁ combined
Nnuiseding eols fehdidserein tihely@ocessiig toel ki, iifdeppenddd-to a wireless comununication
device atlached to a corresponding one of the combined processing tools; pre-storing, in a
computer-operated data processing unit, process-instruction data configured to indicate an
instruction for the cell processing process and associated with at least a plurality of
biological-material identification data uniquely assigned to respective ones of a plurality of the
biological materials, a plurality of stage identification data uniquely assigned fo respective ones
of a plurality of stages of the cell processing process, a plurality of the tool identification data
uniquely assigned to respective ones of the combined and separate processing tools, and a
plurality of the kit identification data uniquely assigned to respective ones of a plurality of the
processing tool kits; causing a wireless reading unit comununicatably connected to the data
processing unit, to read the kit identification data pre-appended to the kit toel; 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 indicative of whether the two
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conmbi ned unused processing tools are enclosed therein

i n advance of a cell processing process to be

performed in an aseptic processing area, and used in

the cell processing process together with a biol ogi ca
mat eri al consisting of a cell associated with a

specific sanple and a culture nmedium and a separate
processi ng tool including a chem cal agent; and a

Wi rel ess comuni cati on device attached thereto while
havfi-ﬁgckkcﬂ tlald deericldet atith eavh d@iblawlmy,g*rh\eldit tsgonihyped that the output

Ec?ciqsgg% ({] %fl tdao:cglteT %Wtuﬁlgr{(]:gbc%\g(%e ﬂ1d g\xéol AeSE 81)60]{6%1 P}Xt\'%q er?epcratm mvolved
ligl @t defli pabds@R pehatsa ineied & Mlﬂ!y quehriiceasii g s ho tRaghbplic
of the conbi ned unused processing tools and appended
tRECcessiE 8% ess commruni cati on device attached to a

corr ,

C ool Ag;ss&%}% i Qle% gﬁ%"ﬂ‘e% %&Hﬁlgﬂ gopapée&:r;bgg 39>qu gﬁﬁfﬁ&hﬂ Shvention,
aMQmﬁﬁun@aiomah&bﬂmmmg&gpeatmo&amm@upmﬁssnmmmmmanhmmm$mm
there i.s provided a processing. Ml &lt for g in cal
C%WP“BF%’C U85 Ph s S’/fa t fpresiibie PATH tHEN oM ot g@%{rﬂg maleria
SMRENE SMCEIVELSR iated Wit FEHIEISE saQPR R @@&ufé@tr@m%qgﬁ&sgsiagmol kit
unit pre-storing therein process-instruction
ciseraied i @dvanag df ikl esiit Rsocaising rpetepssian isesh of gy gseip |allow a sct of
pre%ctwr:l?' 8 E%F()c?ssné%almg? ng¢ (f o a%tue ch}é\(’!eLsi%ltafu?%)rcagt%?uiéd cgnt%lfgge tube
Utdibe ldﬁilgéecatﬁ&blg neadl atsﬂaafaﬁ&;ﬂﬁﬁ‘f'smy &Joblﬂeﬁdnﬁj‘ a Bk0lc@gh@glwherein the
materials to be subjected to the cell processing
pPTB“c?é%‘@ malgtief ‘%Cﬁﬁ'llcﬂr“&P the 3?“08?" ENRUR R T ?afhyc"law%m d‘é‘PH"d in the
u& 1%1‘&%%111@%0&@6%1& elifod Q@lﬁ];rlqé/eethg Ql%ﬁ‘s of pR. aB}LcHﬁlﬁé id ¥ Wfeless
t he ‘processing tool kits required for tﬁe cel
prooTesSitiog dpfﬂ@caéis:ised tangh af the p@h@s:é proetadnmtgoisl m te enclosed in the

%ﬁrrgr(]:me%sgllg(iooﬁ %i ﬁ%] !ﬁ n(t)lﬁcaklcn{ (gat Ol.\ﬁﬁuul%désugne t(PC @l g?l@ corgbmcrc] ]JIOCG‘HIIlg

cessr
S RbIEGhd-4Prding, cwr‘@ wireeks U&Mﬁ&dd@fn@eﬁ&&ﬁl%ud 0 AeHrRE6hOBBIkIL, kit
therein; and a wrel ess comunication device attached
t ewidiepionflaty pwizednditisariocaing &e! pit e'ede@,ssqbﬁ@d 18| the igppegtige tool
havi.npg. .. Y:.as
egﬁé' tﬁ"lg?t&n? ﬁgetd %ﬂﬁg%‘%@ d&@h{j}g&e}s g{%ﬁogl& é‘gg Igﬁglg, mgal c%ﬂngﬂgq)p&glcd dala
_ aplp&ﬁtﬁi@durﬁth$l‘0@¢se})nsl\/\h$ﬁledidm td'MGEL\M:dr @l @gisal¢ eaqung:uwmﬁtr the cell
adapted tq read the kit identificatjon

pPréceé%‘Ee?{'deaaS"P‘Bte‘i &b 3t E?€°é§sli’1\‘f@“‘¥ 8b Ib“’l?ﬁ‘t“‘] “}ﬂF&a‘t Htificiop data
PLAGRESLFGed4D Iréspecm%qéraf £luhQy Glh@@ﬁﬁo@&l AFi8Hals! zﬁflMalﬁf‘@f stage
of the plurality of kit identification data associ at ed
vwdewﬂpﬁen p‘rﬂ@ cemgely n*s!gnqslctv ireppectet anes ahd nburdiss ocHack of He cell
rocetssu%gi rochles gatrf)l%al of tl}e 600&631{,1%111{::1{1811 (Il ia unrqt%c[,‘]g ;rlstmrgned ¥o resptectwc ones
def 4 FbiABLhddad @&pmﬁqﬁ&eqrsmg hdist W € pRSSty G ekkadideatisaion data
are coincident with each other, in the formof _
crpgEbordERd Baesaect Hepser p plughenl the Piogeserpripd Kive erupingd wireless
t bc%dlﬂéjﬁrﬂt%)mﬁl{ugcc‘a%‘db QQI%E&% E‘ne Igﬁg lg%@etss% Y u%ft) It@ 96;19@1@ &€ identification
bet weén oss ed dat n oper at or
i dut@ bxvembendnd tohtxc \ahdlusmmmsaiumgdqsrco atasigd mcsthqop}ﬁdtrsstng ewb! kioto be
carr, rocessing.tool kit having the conb
u ﬁﬁ%ge/ddm P %8%‘& fﬁ"é‘lpt"g‘b ngarea; fnd_ cauge h%%"&l p{"ﬁf‘éF‘ﬁﬁ H‘“‘ ‘i‘”n“thB‘”“’C an
aﬁrbﬂﬁ@mhb 6F RS DGRFSINY i Rt8RatioR B LRRAH RAL BE PEESSHh8Giction data,
tool kit so as to take out the conbi ned unused
processing tools fromthe opened processing tool kit,
~after causing the data processing unit to associate a
specific one of the plurality of biological-mterial
identification data with the respective too
identification data appended to the wrel ess
conmuni cati on devices attached to the conbi ned unused
processi ng tools. In a specific enbodi nent of the
present invention, the aseptic nmanipulation area for
the cell processing process is preferably equipped
mnth a blohazard safety cablnet mhlch has a rece|V|ng

Y o, .

o .



may be a cell processing roomitself wherein an

operation desk is installed thereoutside, and an

operator perfornms a renote nani pul ati on using a
mani pul ator or the like. In either case, the aseptic
mani pul ation area is preferably designed to allow an
operator to reliably performeach task, while using

the wireless reading Wt (e.g., a reader) to read the
identification data, such as an Il nunber

pragd app@h@bﬁwtl @d&hetlemircetloeslsta evdihrthg mibéten kofridayifidaa data so as to

(e E at.tache r.0C ng . naterial .
car Pteadrcsult o? da % min 10% Hn wh ethcr tthegw?rg T0S5- %?cﬁct‘d (gia are cog C ¢Ln with

angdchGiiiRs Sir tﬁehﬁﬁvk bingosﬁ BRcl @adwmd&m;a.twrfem, matmpm cﬁﬁtcﬁcckvﬂitfhmal cates
specific one of the Iurallt% of the identification
daeircidgso braedibni tth Freclsrhse el ISRt ipRCTEdEG to carry the

| unit fo
: gﬁ&%#n? Lol Q? 11{% H{eadkéghcy plgg F{m{g el %e?%nglln the data proccs d{ég Lt

ntrfrcati on data ers. BRIEF
THEssoBRAW H&Siic one B (Bc p]yr411$y al Qichgln@matyndnazgmaqanon data with the
gener al | erati f a cell racessi .
L ETE T FOY R e TG OO OO oY B b dal rocessine
' nt\ﬁ@"l&t’ @hlt, when tl-Flfﬁ’tput?—crbﬁ cReck alth Gncﬁﬁ@%&gcoﬁlﬁlﬂeneé( 8aPER the two
of task items in each stage of the operation of the

c efrpss-pheoked slatpribe- snpmton i prupeddo pprform) ag, ergr hagdlipg while stopping the
SC h %(n’?gan mg hi%%f:o@(!p%ll? n&\’i"kﬁ gﬁoathé’ e%gﬂé &%&QSME‘?JE | ayout of a

cel proce g cert
As set forth in the appended clalm 3, preferably, the method set forth in the appended claim

2 further includes the step of, when the oulpul cross-check data indicates coincidence between

the two cross-checked data, allowing the operator to confirm the output cross-check data

indicative of the coincidence, and then causing the data processing unit 1o associate a specific

one of the plurality of biological-material identification data with the respective tool
identification data of the combined processing tools enclosed in the processing tool kit,

whereafter the operalor is permitted to carry the processing tool kit into the aseptic processing

area and open the processing tool kit so as to take out the combined processing tools from the

opened processing tool kit.

As sel forth in the appended claim 4, preferably, in the method set forth in the appended
claim 2 or 3, after the error handling is performed while stopping the task of carrying the
processing tool kit into the aseplic processing area, the operator is permnitled to restart the task of
carrying the processing tool kit into the aseptic processing area.

As set forth in the appended claim 5, preferably, the method set forth in any one of the
appended claims 2 to 4 further includes the step of causing the data processing unit to instruct
display means provided in the aseptic processing arca to display the output cross-check data,

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

processing tools including an unused dish and/or an unused centrifuge tube, whercin the
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equi pped with a cell processing/culture room and

others, in the cell processing systemin FIG |I.

FIG 4 is a perspective view show ng one exanple of a

bi ohazard safety cabinet for use in a cell processing
process utilizing the managenent nethod of the present

i nventi on. FIG 5 is a top plan view show ng a
processing tool kit according to one enbodi nent of the
present invention, wherein a set of selectively
combinpbdupd poessngigolt ajgbr$109®u®kpilais 'uhfawﬁegﬁa ce& p!‘ﬂcessing process to

Cﬁeg)tgjréér&:lﬂgl a%lgzgptjcml?ccssggami Slbcr dse {e CPF ]%roctessmh pracetsg togetht,l with
ug blﬂlU@LEﬂ/ mASSd e Qr £&0 féss@&at&hﬁth&&ﬁ&lfﬁ@ﬁnpw 08 8 StuRGredium,
tools is appended to an IC tag attached to a

c @}dragg:myﬁdqrq?gsm@g] wobifcluding accherpicdh é@nb p@@é@@]eﬁg:mp@ml@tlon device
at ache@ allrurcto W 1%% 1génﬁ§¢fdﬂgn ﬁ&oﬂs@% aff( Weoﬂ?(% ﬁfng Qoo! kit and

i ncludi'ng”the processin use in

t b\@elﬁied {hulpfo;)@ﬁsﬁm g kpn@ﬁﬂﬁ:sudmtdalanzasm@ntch ev;tmag!emiﬁmtion data
nmet hod of the present invention

f MBSk Hé‘f"ﬂ“%hwﬁrﬁ@ ¢ ek heromBwpbupyed é"°§‘fs%{’¢[’e‘§°“‘ @@c*ﬁpca?d toa

SLAHES BhnRKORBCULAR: Bl AYG: cRESRRERL brebrafd cdke®funused
a processing tool kit, in the cell processing process
upiokdssigiepla nanagenent met hod according to one

enboﬂs !;T? F tr[h Cl)rf the appex%eg S]z%rrrllt'l Iacrf]:gr(c?lmg Ito a Tourth aspect of the present invention,
there is provided a processing tool kit for use in a cell processing system, whercin the cell
processing system includes: a computer-operated data processing unit pre-storing therein
process-instruction data configured to indicate an instruction for a cell processing process and
associated with at least a plurality of biclogical-material identification data uniquely assigned to
respective ones of biological materials to be subjected 1o the cell processing process, and a
plurality of kit identification data uniquely assigned to respective ones of a plurality of the
processing tool kits required for the cell processing process; and a wireless reading unit
communicatably connected to the data processing unit.  The processing tool kit comprises: a set
of selectively combined unused processing tools enclosed therein; and a wireless communication
device attached (o cach of the combined unused processing tools while having tool identification
data uniquely assigned to each of the combined unused processing tools and appended thereto,
wherein the wireless reading unit is adapted to read the kit identification data pre-appended to
the processing ool 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 dala with the arbitrary kit identification data, to output a result of a
determination on whether the two cross-checked data are coincident with each other, in the form
of cross-check data, wherein, when it is conformed that the output cross-check data indicaies
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
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FIG 8 is a flowhart showi ng tasks in respective

stages, such as stages of production, storage,
preparati on and use of a processing tool kit, in the

cell processing process utilizing the managenent

met hod according to the enbodi nent of the present

i nventi on. FIG 9 is a schematic diagram show ng

an instruction sheet No. 4 as one exanpl e of
process-instruction data for use in the cell

p estsesis hangn, pro elewwtigtprqcésziilm gy el peinBig efvestinered Ko do as Lo take
accordin oth

r di t he Present iy DA Osine the
Fl[)lé he 0611191116(1 unuseﬁ 81‘00(%‘)511] tnqs }I "OIT) {he Lne )1OCC%SH% 100 ngércl 021515mg the

a sc I ag Fam s

PHAL gB&LRge o0l B Pedciaeh SIPELi i ght bE dhef pitrakity Cl biological-material
processi ng process for a stein cell obtained from bone
éffeptgfifation " datap et 1the regpeglivge RemiteP EicgioA gt HniRERY iy Uichaireless

n ldgmﬁﬁmcgfmnmﬁ\gge% §§z{cﬂg t& 199$0§rlb91€([ unqge'a %%@CSEI Ud]‘r. ed for a

process of preparing a culture solution from

peri pﬁaﬂpailﬁcbllrmocﬂmelmﬁsmrﬁ's?mtw@@én ,ThdEpsEpRERERREED0N area for the cell
EMBCDI.MENTS . resent on W w be -
SHEET PEATTY REEP DB E0 BHLE oM L MhrAGHC A b dgrochine

Flsface for infnipulaGRaRGRdiA Ge G RSEiATERINE @ sy 111&5&0&41“]@00@@1]@ Process,
operation of a cell processing systemwhich is

pendhar thecracessiag trebikip and gy injedion gpeie darilewing g epesajor to camry the
P rp?o%gqgiﬁé Hgm%?m;o%{ of %‘Qqec@]vﬁé 8)?1@3%§ér&gngﬂpzlnd an operation desk which have

a wireless reading unit, such as a reader, a wireless antenna, and a tonch panel-type display unit,
Alternatively, the aseptic manipulation area may include a cell processing task table installed in a
cell processing room and managed to keep surroundings in an aseptic condition, or

may be a cell processing room itself wherein an operation desk is installed thereoutside, and an
operator performs a remote manipulation using a manipulator or the like. In either case, the
aseptic manipulation area is preferably designed to allow an operator to reliably perform each
task, while using the wireless reading unit (e.g., a reader) lo read the identification data, such as
an D number pre-appended to the wireless communication device {e.g., an IC tag) attached to
the processing material carried in or out of the aseptic manipulation area, and cross-checking the
read identification data with a specific one of the plurality of the idel.uiﬁcation data associated
with the process-instruction data including the plurality of pre-stored kit identification data and

others.

BRIET DESCRIPTION OF THE DRAWINGS

FIG. 1 is a schematic diagram generally showing an operation of a cell processing system
utilizing a management method of the present invention.

FIG. 2 is a table showing one example of task items in each stage of the operation of the cell
processing system in F1G. 1.

IIG. 3 is & schematic diagram showing a room/equipment layout of a cell processing center
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- 13 - mnufacturer (i.e., a supplier of unused
processing tools) by utilizing a nmanagenent net hod
according to the present invention. Assuni ng the
processes illustrated in FIGS. 10 and 11, a sanple to

be subjected to a cell processing process is collected
froma patient (donor) in a nmedical or research

center, and data about the collected sanmple (i.

sanple data) is registered together with data about
telerrddwidr 2 <(ei1 p@uesmm{m\b}nc d)a{na])ld plhers, ehapslyipregspsingsystem in FIG. 1.
E)Ief)l%gg Q a]pelngc‘tc ive. v-ll-r\]asesrﬁbw& h(% C%)Qﬁlll'lll gptfﬁgloﬁa@ H?e:t)é %a})f?i&trf(g use in a
a&cgﬁ&an@@nm&ﬁmﬂem@ﬂwamﬁgkﬁmmmaWMManmmeMhm@mmﬂessing

- center (CPC) together wth culture request data, In

t he TREP S0P Bl wé%e’eaws ARIOECSHRE ol dit ggeoyding tocwe:emfe‘ﬁ@m of the
C]Q(!S!’Jl@ Qﬂ:v@!gloﬁ; ARl b Set %@' @4]&9%@}‘1 cdnfirdf pﬁ@&@l&t BRCSulie&ta dish, a
and then the sanple data, the donor data and the
cuwumgemheqmesmdaamamabeﬂnegm$meﬁeduaékamnép@hﬁ@@ﬁ¢@§mdmﬂ

OBt eR S CerataPEii e MLy g B R Whggped o

- anWr@pRKIRg 85SIf 1 céried kotesif@pag ed t o allow a set of

sel ectively conbi ned unused processing tools to be

enc|BS &ds ¢ prbpragii diagrem shoydipceriodssping MsrehE diliping the gicessing tool
! UL &

Bk LB B LATRBNAS B o oBEMon AT e presen

aiecefdnance of fice of the CPC, the accepted unused

processjng 1o [ stered. Then, the sa j

b|oﬂ68|cﬁﬁlhﬁ¥%F ﬁPY‘ %hBﬁ@ﬁF%H“ £y Ve P 'P&b%§§?ﬂ8m“

p{t&gggsﬁepaﬂﬁbm&d tugkeof%w&%%m@ LQE RS Sh 1Q cElPﬁbccksﬂlg?Pocess utilizing a

aseptic mani pul ati on area of t he CPC.

cmemem@wm@ﬂwwwémgéqmﬁ@@wd@@Wmprw@@§SWﬁ@mprocess

Lgteelﬁlao eslssovgc u] 1ow1r% 1%5%, in }%E eé@??[%?es béu& 95 %’ta%,@J of production,

dﬂb]h@éﬁ]ﬁl%ﬂfﬁﬁﬁﬁiﬂﬂ‘ﬁﬁ&(ﬁ a PECEEi mgl ltlt(;)lnp]ieaiﬂﬁbﬁbemn[gaﬂocesq utilizing the

procedures, and then Eﬁgked in a container, or the

| vlk@swsatﬂgfélwd gsprdie 1o tieemba ittt AEPe EERIAIVAIUAY t he

pr OCﬁ%S@(iii §§émxln§uc(dng?dm S}BC\I 6 SARG ugioplbﬁ’egll Qala r@glﬁréx@hﬁle of

will be delivered fromthe C to the nmedical or

r ES@&FIOENI ua@n tl@n for asedn &d mlhlprStte&}srre @reces tilging dteingnigement method

] %(g % . : bove tasks are required to

bé”%‘é% ‘8 WP OARBY ngr‘f*’?i] 5""%3}5‘8‘& fic standard

oper a6l 11ds PERGRY ﬂl@grﬁns%)w@@lfsﬁﬁlm&ﬂt)f MWhdeRink BR1spEMNBrson required

Regulations. FIG 2 is.a table show ng one specific

esanpillerasssipapRestior apemyel P‘ﬁ?lneéém@doew@h‘ﬂﬁg to such an

SOP. S [

as aFIT%IS]e] !g % Vxlﬂcnk la;:, glnge%r? )ﬁm%g;ﬂligﬁhc n J\]/lgc%%g ]Sf’lgcggmg l[]ooF pg?' pe%bn IleHmred

P @ @BEdsN@ pBHATE a anmdxeaolct&lnlfromwmﬁnmel gdoage, a donor ID

nunber is created in such a manner as to associ at ed

with data of a sanple (i.e., biological material).

TRERCRIPIGN G TR PREASGEPUANSSHIRIAGS

process-instruction data, such as an instruction

sheeflhe freserd peertiedwillmow bespeaticaindrenibakbased ob@ ardgdwer thertot.

wh:: EE Gd Z{?CLCI déc glln%‘glr?tgenﬁraf? q?ﬁmgpe(g}r%leagmnc%la cﬂe%%ré):?%s'g?g system

asSgRe hs@hﬂiﬂmcd ih4 medical or research center, a cell processing center and a processing-tool
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with the donor ID nunber, and a processing tool, which
are used as a processing material when each task
designated in the instruction sheet is perforned in

the cell processing process. The instruction sheet

fundanmental |y i ndi cates data about a processing

material required for each of a plurality of stages of

the cell processing process, task items to be

performed in each of the stages, and others, as wl|
én@éfsfélrlﬁltie@l 4 pppalisr af housest Rspecssing toojs) by udlizi yyganagsaent method

) _ _ ped cell processing center (CPQ
1 g&ﬁ%§$€@F E&?ﬁgmﬁgﬁagenent nmet hod of the present
i NvVetshiing thd fBocesed flibwatd atBES.al Oy énenimplolathe Slfbgncteato a cell

user or operator, which is required to _pass throu

drREEsHg praf%ﬁ dr'lesed iy p 8Bt EeePahs PeTit PIEEECE S t@l fhd data

PrRGR IR LNQbRLAHL ale., Laﬂﬁ)lclﬁgt'aﬂ!re@st@ﬂu@!chg]hP@’th BLa8Suk Ak donor G.c.,

and a processing tool, whi is required to pass

thbaughmhnpassmﬁ@%<naﬁ@md1ﬁmansﬁbmtﬂwo&ﬂ®m@@mméimas$@bgwd

pr%egeé §§ is %c \Ff) rcgictgsazt%acgglgc dz%%ct rccc(i lice 0? 1|1p‘(i)15rl]n? ccinlé'lf)cessing )

Thf%nt@leddPCpfo@eﬁl%S Siith GulaeN feQuiest LR, hla&h(ﬁcclﬂfcelﬁﬁar Madplatid dTB@ MBI the
120, a preparation room 130 and a ce

pr%PcCeélsq Gl steisr SYisCEAde Mederaate twﬁ. w0t ey e gaPpip e, the
Wi Johm%gta gr?dstﬁ@éulltﬁje reﬁ@e@lad'aﬁta%si ém%géld afs QDLaQ(QI)JC (e gatz@ I parallel, a new
substation (201 to 203), e., a data termnal of the

cefit., mmsmdb;s&englg scy)swmm mtlmﬂebesepaad ulaxbcdlpe(&sstsmé ®pl and a processing

per f he cel | ess|n rocess

el B&Hﬂiéﬁt@fﬁf “Spely Slrp OGP BB hatyto be enclosed
st @bikia n}b%&(ﬁ&d' 5 @ pfhadsanPloACRRMIEBGrel Nhd trfu@{mrﬁ@n@gien@ll -culture
the entire cell processing system Typically, the :
pr esatnce aifjes of therfHiCe | bt thscolgultprqrreedpgdioof %hcem&ﬁag‘é’ﬁ?’eﬁv& accepted

8|f o%geglzﬂloacsgé lé?lslbs Il“'g%f”%g ?%g%gth% fl‘?ﬁg (ﬁeZ][lang z!é{llilglz dt. subéccted to

Si ﬂ'ﬁﬂll)pr(ﬁ&sm@&fmﬁtsyusm@lﬂlcﬁﬁﬁse@ﬁ}&cﬁsmgm&t ﬁllah Mptlcﬁnahlpﬁidlﬁﬁlaica of the
proce33|ng/culture room 1 in to serve as
askepti dPrhalie Eﬂ'ra’&qtlahoféfiﬂé%ﬂmf%.drfa“ H"k??%té%é’éﬂ:’f?sﬁéhetp%FS“i% S?mPIO (e,
f Ofnof‘:!‘:%&%ﬂjblbleglgéq ﬁldmgﬁlﬁﬁaéd t%h@%ﬁﬁdtmn and/!):rldgfwc@ l}c§lm@ms according
per spective view show ng one exanple of an aseptic
naWupmmanmmﬂ1@m&®n®DMMemmSEdm@urangmawced%epkwcédgmmgﬂw,mc
proc ss utjl 19t he managenent nethod of the present.
nGRRE R e O e rd B BROE T ot DRPeR) mb i Rfi g veres
[ | Fus tHeatredo hem&lidal orJescarch cerdtdrGnd &InfiSist@ed 10 e pzltti@ﬁl (M., @W donor).
showi ng a processing tool kit according to one
embodibeebevedfsks pe rgspialan e ipprjraned weprding toshpamliG frnfrdgperating
th ki of
Coﬁ{)?{c}lerg %S;(ig g(ggéllgﬂ wn{ﬁ Ct)%l (gﬁﬁ R uﬁdﬁ&ns Flgezl Eﬂalbl\é%flcxvmg one specific
cenﬁm@kugam&ubebaﬁdhﬁmﬁl@eﬁmgg&ommmaesnm aACEHolwm in the example
processi ng _process, which are encl osed_therein,

whdPergedingh 3 detainple coflestion siameria e A P ARsTstprctper g o ol

eachu®f sidsfl& FAIIDNRALRNOEERE B YudhQ0hSndrSs APREIARE Wil data of a
an I C tag attached to a correspondi ng one of the

c orpee. pridessbinngiabocltsy, namdﬂtkllctdcqepi@wt ptige qaodepnnstiadiign daia,
unlsxgb'ljleal; Xn mns ructgm S eeg ?s otret;teed ’i)n suc 1e Ec’ Isl’llalgl as (O Le EISSO:(I‘:giGd with identification

data to be appended to an IC tag which is altached to each of the biological material associaled
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kit is appended to an IC tag attached to the
processing tool kit, in such a manner as to be
associated with respective tool identification data of
t he conbi ned processing tools. Data corresponding to
the kit identification data associated with respective
tool identification data of the conbined processing
tools is pre-stored in an after-nenti oned data
processing unit 204. For exanple, the safety
ovthi threton®@ 0B npmiber.bed § poeredbei teolavicdibrcoussira p eropfisichmiag! when
;e%cglnl%%vgg%j éﬁlﬁ'{gﬁﬁ §1V thtglglglél\é\qlgéllgsg? 1|s ﬁ)gr?(g a{Jce gl c%ﬁ %:%ceesmn;,hpr(t)ctcsear The
PHEQIALHRE ffnda8ntallP (HARASSIARAG b @ﬁna&ﬁsﬂghﬂeﬁlhlﬁequhéﬂ foh&ch of a
safety cabinet 303 provided with the shutter,
f ety olatakes o5thg esH mesgesting oosss: prkdies o dppaiais ﬂ’gba%}f the stages,
A WL ts Lol ARELAKRL 1O carry a processing

erral in/o of the recei ving space 314.
t heriet. Hrsﬁm@l‘hne Elaﬁiplclbf s hwashapedsded pecastigceseCOHC OGO calizing the
material (such as a cell associated with a donor'
R D SR BEERAEUOR QU BPbHE Sy A o+ ver o
Cotletaldf, G1IR Q'ré!ﬂ)redctg’ phs@inRgh d BeBinDbAh @At aoMBE @ route for a
container 321, and a processing tool kit 319 having an
um&seasdlgdmaghalan@mdam aumj%di m@tﬁw pidLpgRsocisivg tah (thisd égirequired to
;Eagsr | n ﬁdgdpasrs UI r I‘ ec erlane ()I;] lgrogtc gflgrea gﬁc‘} ?Sa{g:gﬂq g{ od\%%% ﬁc’d after
iaﬂmuhduafﬂ&oaMamﬁ@mﬁ@(ﬁuah asmamgnshmﬁaﬁmandlamm. The cell
centrifuge tube 322 taken out from an additional
pPiatedyi fgiet OY hki t PEFTEEEhIRY { He aRitrfiYh éﬂom 130 and a cell

pg@&%ﬁ Bihed Bk 140, Edn 0ARTe1Bs GREPLGAN aﬁlgﬁaﬁlal% hﬁis R to 306)
321 (wh IS a separate processing tool).

c@rqltcr*juﬁsugw 0be B2Ri.¢.52 disetgmfigy of the cell plocessmg systcm 10 bé used at” N

rification/ ation, for ex .
Chit i Pl SR e T oLt 2 abeeetd! Pile Fpupyps v o
C 2hii B 8dse 303n vliclkds GdatBprodefbidzihi® fo$ ﬁl@ﬁlgf] & Babitigdbell pld€essing system.
bi ol ogi cal material and the processing tool will be
r é¥regall the prsscabinyeatau rdlapsyio agrethpd (e BawRagile 69l ripoessing process
'f' ?e) IlarnBE (?[ SZ)?IO 1;?7%0 0 a{y aﬁg%gig%lje%glaﬁep ré: é}%‘d tg’ SJY@X/ zge'safcty
C udbmaw W39 rchtafiethia Wlet call @roceashith/@limasihba 110 oNnkT Gr % mama @J an aseplic
305 provided with a reader adapted to read a tool |11

n Bﬁﬁé‘flﬂ“()% P4 PHIGH Parsespig ool k&é‘n’it“?ﬁ“u"b‘ﬁ? 'i“ﬂiﬁg‘?‘ﬁf“é?el i quel y
assi gied i Pp @qﬁﬁ@9w9&9&ﬁﬁéhﬁgehﬁ%kcﬁ%HQQtﬁ%mﬁqHﬁ@glmwmobe
bi ol ogi cal -materi al container to be discarded as
auwaéme@naﬂawmamn@ﬁﬁewsmﬂnpg@wm@n@gmumnﬁﬁwhﬂﬁwmaeg$umgmom

proces roc r usi ng the safety
cg‘glf"ﬁg?ﬂe?ﬁﬁdb?ontﬁ? ﬁ‘g’t Cﬁ% F u% “0182133; 'ng/ cul ture room
140, rans Qplemmrwe&iqﬁowmg/@bru@@lmigmod hleacﬁ(ﬁhlhg RACEIDUIREnt of the
process (hereinafter referred to as "cell-processing

opEsat wrentionge At B ind 1 &l Precgssingdtel Kblkp p et plgpeledivaly combined
| ' X C ' g cell processin
P ppo%?s y%g)olgazgl&?lls &iﬁm Q c@l?hl‘ﬂ%%l?y{ugé a4 ]f%e?u@ fot hlgce %12%? 1 p 2

di'spla on a touch pane I splay un
Wpidoess, whil aleleyolasériehdediin grirbrhie tdobideitifitangn dﬂnamﬁluaﬁ_aﬂssxglﬁﬂ to each of
g)élgeg;g)l gﬁﬁi pr}(é:%%}ng ?og[se}% %P%%‘dg({@glg rI(E éﬁ agachednto ta Qc?rregpeogtglng !)nrgagof the

combined processing tools, and kit identification dala uniquely assigned to the processing tool
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processing materials, such as a biological material, a
processing tool kit having a set of selectively

conmbi ned unused processing tools enclosed therein, and

a separate processing tool, the operator 318 carries

the processing materials through the insertion opening
316 one by one. An ICtag 324 is attached to each

of the processing materials (including a set of

sel ectively conbi ned processing tools enclosed in the
phboﬁemmgi ool Ithmi yuackeddo dhe irDewwatiel kigAp qupélaymdlmel as 1o be
agsssé) ée w1§horeea ]v& OIJ] ulpcnul?c,m? Ce{?ﬂ?' (r)]{gthc[,r%&\?brmeg 831 chsmg tools. Data
O[a@feéiiohtﬂﬂg td@l&lﬂuﬁ&zmﬁdiﬁﬁl dz_daquo&)te@ﬂﬂﬂﬂeﬂu@:ﬂw&\loblhdcﬁhflca&dﬁhta of
325 adapted to read the Il nunber appended to, each of

t fhe Cplrﬂpmﬂfia@gesm%s ‘Peaigare-sitdhialtazplngd deiarsereting wit 204
paneh‘o#e)(%lcdhé Qzlféy cé’éﬂl%ttw:’}?n& begfoglllcﬁ ﬁlPaSL%@Lc’@l @@ﬁm hak 9 front wall
the insertion opening 3 of the saf ety cabinet 30
Tm®vdgEmahwonmde®kk@@%ml@mdmsmgme@mMU Eenvecaemlh@u=ﬂ4 for
dat ternin@1¥(substat|o h{ZOS

coEPRd £ HORAF PRFSHINbn LR TS 6?‘%5’2:"'&3@1 R dieh yie e
( RASE:, Bt 8bdt QR is formed \E\/lﬁd'n){nsﬁ:ﬂll&ﬁ‘op%ﬁﬁé%ﬂﬁloﬁiﬁga OG- OF&ARTo carry
naterlals passes through the operation desk 327 when
i ta prosessing witertt! infosrml the gcchigpreeeon Biprehiong]- 3116 ¢ hpws ¢ fge when
e 11 0] f yc € c Si a
SO BRRER Y Uy LOBAT i P RS, Bl o o
t cprdcbeemg Gnt ageuB4 netivaf Redhited ieackioloficat-Macil oeesigy (Y, and a

material s |s reliably detected by the antenna 326, an )
r é)éqfcwg forkkif Y3 dayngansunused dish @ugyay ungsse C?Pﬂﬂfuq&éub(’ enclosed therein
Y g:ﬁlﬁ;c@ ¢he We ekt ﬁrglﬁsqglﬁﬂaﬁ)cés? Ll d iR 3 mcawFé @ﬂce%u /t\§g,ethu with
ment i oned above, each of the data termnals 201 to 203
|sn@umuhwm%matébmysgé@né@m&@ammHéMEaﬁa3§Md@esﬁﬂmgcﬂﬂﬁhmmﬂ
eﬁmwsﬁlln%%gfsl%ﬂ% é)gc%ﬁurgltth%fé(!] t?olng%g%a 3 l ku? 61123 aoc:l'l%nlyci[ a%pn'bconlamcl
a RONEMEr is 4he@pdat aprikeanesSebng ume tbeﬁﬂﬂlg(p rebeS BT @5 R& for
after-nmentioned process-instruction data, such as data
awuﬁcaawfﬁuemftﬂ% EYicwRRh Wt 2 SRR WeR! achiedipeser! adioont to the safety
‘éﬁ‘lﬂéi %0309 jRis) §e| lll tllg.J s%&: *Sﬁl(ﬂg Phi %S?fﬁ mbtria? H&ihhﬁb%&ﬁ ool will
to he associate ura rty o ers
hebemsfasﬂmdoﬂcmtd&my am“;t:bnetv.h]g niaf@nﬂUrrber Sr ead by t he
reader, 3 i.bed in detail

e
The dH‘Fé‘ng‘bcéiélél\é\}F‘H@wdﬁ‘?l? EAUS f“l"‘lébec‘“élf”ll’p‘:ﬂr“iﬁ & g gjegfgor 306 for

et §f prikdf ERNPAHISER iR AldaDASR r®/T o Bhan®hi0b PBvidat Wint Oreader
be used by an appllcatlon an application server

ad@pmt@sido toad @toeld Btmembdy Eeraipp ki teeltidentiiication data) wwabelsassigred to a used

£
aﬁ)’l"{)ce%dx& too? '%cl:l(é nzﬁgagt I (P &?lgglgaataglu%n?l cPIEamel %%ﬁ tn? éefo gﬁscﬁrdf:g] 95 a waste

20shait@l 2{&8 cobhpRetian Bt S0 pkocedEag Pro@ks. t Nea et pRockBiRbidadsS using the
201 to 203 has an input/output function, and na¥,have _

ansHSHFabIngE JaE e ADOYE CaPTaeTSHE Bt 1Rt 140.@n epsrag 31 diavalyed in the
t agg. pro-gglgnéjlﬂ&%ss%ltn Ferr?dﬁc] re! crl-'ela?o gaé ?%ﬁ%@ssnﬁg?gp\&el[m "') E&‘leﬁgseaslcqmmd

sanple (1.e., ogi cal materia
st ageasaduenc e p@k&bcmrehmwumlg Slahwemtltmimen rbmflcatdnspln&hl g a touch

W }Jdr;lelttppee dlslz)aln;Pumt 39&? wﬁdc v1suE|‘y cli-le lkmg }{16 lecuvmg Space 314.

For example, in an operation of carrying, in the receiving space 314, a plurality of required
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i nstruction sheet data having a many-to-one
relationship with the stage-sequence data, and a
plurality of processing material data having a -
many-to-one relationship with each of the plurality of
instruction sheet data Specifically, a single sanple
data is associated with a single stage-sequence data,
and the single stage-sequence data is associated with
a plurality of instruction sheet data. Further, each
oftodefrag mlaymials,i wh of di bislmiwd:mh@ridis heeqeediag dool it having a set of
asse e&%e@tﬁgnlb unu a %Frss%}% 1{)%;1% er&g) céiggcgezl]s Saté(.?E\l/ ‘;eePaJ '?%e Prohcssmg tool,
[ ﬂﬂ@bﬁéﬂl&ﬁ 3 ]IX&)Sﬁn@d‘thd@B(ﬁssIn@ nlaerishéroagh thd 9dertRx a;mhg;% 1 6 one by one.

operator data, such as data about operator's na

depatt et St pdBd oy of thegrorereng laﬁ“%é’étﬂ“‘a‘a%t aa”‘d‘éf selectively
d@o%ln@pgll&csﬁgh 19%1‘; Qh(,r@s!:d lnnlﬁé 51‘69&%11%”to§1h1§§tm1d an 1D number umquc]y
st age- sequence data serving as a stage-sequence design

r wkigged pr @ced Shicpgpepsine mitalialdat@endedhiope & chgnofdatl@ tag.  Typically,

CohierrisS o of R ACHPHRAT B b s 4 e S humber

ARPEACAL IR 0B AE ViBlagd) 8 kddr hil@ns adeand @n@thdltywasphy unit 328 is
dat abase server has a sanpl e-data managenent function,

adigroerdedigecnaindiyemetion Pemies Bohol Bnsfaisepind tPon T erefation desk
f i O 3

{SRf PO U5} bR off REARFRSARL IR L AL SRAPORARRL w

waﬂbageﬁraﬂd:d dﬁm ARtdsoip unt i@ssampl)e- dat a man agerrent

function is operable to un|quely assi gn a sanp

nu nb%\wry(fg%wﬂhﬁ EPTISE NG GICHT's PratTR o4 %@mfl}l?lﬁ %h %28 i it

dat Bicd Rorf %nnsgilo@opgllnhg Alglidey llelec%aHE’ L[ﬁ@@ {ils oBthe safety cabinet 303

bi ol ogi cal materials) so as to discrimnate between

r@sﬁ@eﬂhvem@mesmmﬁmﬂh%ﬂ@dﬁpmeémmnwmhéuﬁé¢Mdpyﬁﬁey@MNgomwh

SSELEr F PRR S AR E SERLEphBRTMEDSE iy e o

S aRPleRRs 3B Nehy A KReptutRiGhBAR @m&&m\M‘e\a:mz.tnaBlIG shoulnsbnid@ed above,
performed for a specific sanple when and by whom ) _
TR, of e elaty tspBals 2Haieage At aisEtorenpested et 4y ogegsing unit
Cr&at s‘?an&h %A?Insﬂ?e%ﬁm%g;ﬁ% \%] 1o NSE UGk biOkksSRESH 264aL s ?{@&im be
processi ng materi al data are unhique to each o
thﬂ%ﬂﬁhﬁ#&ﬁcmﬁh&SG d&tamamemasm@omatﬁu mmmmuihe dlanpénsoned
| D nunper assigned to a corres n ne of ,
t Wé’“%“éi?ﬁ‘f‘%%"” i %%P%? PR B shegih ¥ ésu w%te@ stiutife of a
CaRI hoR R e 8amRu@fa idifer B 1968 88dcRBd Wb 8 pluli§ oPESRHLAD o be
the sanple I D nunber assigned to a correspondi ng one

fcrqshféwqéchm@s@@ Irﬁbmrffa@emﬂchﬂyshc Tier 33p.geedige ﬁwragémeintaﬂ later.

t 0_mana statu

func pe e
st agtgho ata aproceTslng mrn({) %(g Sf% I[hﬁ ccl ppmcesmng cantel 190 compnseb a gﬁtabasc server

I RSkihtiGta 10 ﬁhﬁﬁrtan H]ﬂiﬂ%&ﬂﬁlﬂﬁppfl&hﬂ&t JoEr aﬂ@atd@ edxadate@hd Pplication,

designate a specific content of task to be perforned

f hd § velpspprlaging 3 pRgtEnication fnglayr oTherlata geoprsses g £04is connected

tas Kacﬂ Gﬁtﬂé Hat 2006k s DR 208 Fhal 2 ﬁivJoﬁcveLauﬂ of 10 8atd @Kpals 201 10 203

result. The processing-material managenent tunction is

0 pear abhlelt/otmputr&lnaga any pashaaneh inpre functivh ef wiiing gate oessikcingf the IC

teri ui.redq for each tas - 18, - | .

%@6’1 fﬁ‘& dgtg fCS i %ﬁeda‘?’ﬁ“’% PFOEE! ﬁaemﬁ% gep g’r‘floﬂgca‘ material) data,

oa&rgamq&n&eod@m A0SR AOnAbRLd FRMYnADOWES 18 sRhE Ahih,t Y pRfality of

pre-stored I D nunbers uniquely assigned to respective

ones of a plurality of proceswi-ng materi als desi gnat ed

by the processing-material managenent function, and

cross-check an I D nunber input (i.e., read) by the I

nunber input (i.e., reading) function with the

arbitrary Ill nunber. The master managenent function

Is operable to store, nodify and hold the nmaster data.

The present invention is directed to providing a cel

processi ng process managenent met hod capabl e of

managi ng a processing material quickly and accurately

mnthout error, u3|ng a proceSS|ng tooI k|t as the

o . o o .



Wth reference to FIG 6 which is a schematic di agram
showi ng a processing materi al managenent, and FIGS. 7
and 8 which are flowharts showi ng a task-sequence
managenent process utilizing a managenent nethod
according to one enbodi nent of the present invention

wi |l be described bel ow A set of instruction

sheets No. 1 (acceptance) to No. 8 (adm nistration)
arranged along a horizontal direction in FIG 6 is one
encanpioe slsft dagit lagies gewéhbc@c delrtndivesitiede pageedauerre tdplg and a
djsalilzg%t (% Pr ccs?m%mg E%dta havm%la ll’lﬂlH’-tO 01'?(:61[:1%0% ep v%l%q:g& 1t fhe plurality

a’1s con

| AShdid&loh Ghces QAL ss;aadnmagy,aa Eiﬁﬂ@@ﬁrﬁlle axth S5 adsOrider mn afsingle
when each task is perforned. Data about the set
i FET PP Hagtke tioelh SleormiHE s Sstngialcd é’t‘jﬁ‘eﬁ @&“ahw of

qﬁhttr’actioﬁ Fl% tchraﬁd Il“ ?Jrl'h‘?tclﬂﬁh%%ﬁﬁnﬁﬁ ﬁ‘;@lgctlblnshéétl gga & alBOR& with

as to allow one of Vvarious conbinations of the
i gl bl prceshe etagritlclabe Beldae stedd imthcdtbor mrtey firiperancindes

type of sanple, .age and gender

L Bt FRR e R B SPohe Pl, dello  2hor raprey e

O(fe foﬂeﬂt ARqu 1)&)3—)mqtlf§£tﬁﬁ ef&t 08a AALAS hihu b oﬂﬂgﬁnWU%@QuctlﬁtDslleet,
"waste material" arranged along a vertica

.dstqgg@qqp@ﬁe dgegihee] 14 w%&ﬁqqyené? dsigrtiionrogssineSpiste! detg inspection
e&?aé%qgiaﬂlgxt dRa s&m-b%t& H&Q%& datg' chmreg L& bcﬁl&ﬁl[n?gd in the

e server a processing unit 204.

Fl G ‘Bhesipitaioarxdécaisd by 0k iapplicsilve aérviNaising tha stata Btoed amlealatabase

of a specific content of the instruction sheet.
server has a sample-data management function, a process management [unclion, an
instruction-sheet management function, a processing-material management function, an 1D
cross-check function and a master management function, The sample-dala management
function is operable to uniguely assign a sample 1D nmumber (serving as biological-material
identification data) to each of a plurality of samples (i.e., biological materials) so as to
discriminate between respeclive ones of the samples in the cell processing system, while
managing the sample ID number in association with data about a corresponding one of the
samples, and make a schedule on what task should be performed for a specific sample when and
by whom. Then, the process management function is operable 1o creale stage-sequence data,
instruction sheet data and processing material data which are unique to each of the samples.
These data are associated with the sample 1D number uniquely assigned to a corresponding one
of the samples, and therefore the cell processing system can identify each of the processing
materials based on the sample 1D number assigned to a corresponding one of the processing
materials. The process management funciion is further operable to manape a status of stage of
a cell processing process.  The instruction-sheet management function is operable to designate a
specific content 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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As shown in FIG9, the instruction sheet No. 4

i ncl udes a description about a safety cabinet No., a

task data, an operator's nanme, cell data (cell type,
donor's nane, sanpling date, etc.), a content of task,

alll list of carrying-in separate processing

materials including a chem cal agent) and a kit 1D of

a carrying-in processing tool kit. The instruction

sheets are displayed in the touch panel -type display
upfegifig sgple.  Thepgt craseahisk efunct/\)PtEh qepds ke Peon J5rpeess prgof a

Cgl[tliaﬁlymcfﬁ)lru Hcgr LIJI? tel a’nﬁcr{] qust, éfr It%ﬁ:tcg at(é q%) é%/ ik gr’xe? I?)f a plurality of

t pansdier rnactnalf I‘c&ﬁigﬁahﬁ bn abﬂaa:t@éss.ag}ﬁlauc:mcﬂ olntlhg,xr&atf @tnytion, and

cabi net 303. For this purpose, an |ID nu

s faETehe 2y Ty prmber e S Frag) Hyﬁhctlf'?émfnh‘gt“tpdb(f ? Gﬁadgﬁb@tlct’on with
P LRREAPITE nunktdr. t BRe RARE SR8 BHenk AlncRHBE HietblcQo sBreIn¥ &R and

culture solution is |nJecte§ into an enpty unused di sl

t oolfl Gemagerg@w cul ture nmedi um Then, for exanple, a

cel 1 Sh€uEE RSB FIEHREE vt Plier P e s Frmsemen

Cafthbd EMQR druRfiplg iaRghesiNMAbGALNI&YENE acchhikl® withfi@ error, using a

cultured cells are subjected to

p RFEFSHRIe?! i A5 Bp Aroat B UL shigeatiie wkleh P H H B Frep ipdecthisHe as 2

3@14(,1111(; h%\énta\l;v}%l ¥ ﬁ{ogi{l&dlogl%lt 191%0 ?BW]IF é‘”c}g H”;n%n %Fﬂht%% or more
I'n order 0 per e above tas an unused d

Ceﬂtcttetdffmglel Tangd euvsirdofainpict ectrttamesseeqmmgloas cedl ptmcasm]sﬁ chcss to be

device are transported frontth servation. room 1

t SLHBLBEP tt‘idlg@?tﬂﬁtg"/‘c?tﬂataﬁre ¢ ?Sg‘g RS t A BUYHCIHE Sonbined

ProeRakiAt 1R, 4nQQRighdd wit] RE SN BER SHilaNGsokiR] SidBYhlRity of tool

enclosed in a processing tool kit, particularly when

t heoptifigpieon g Seidughy eied it gSReW§llcSaﬁ thetcprmbingdarceding fpols, and

?ovfdong,q:ﬁ;% V\?‘?? ngtot?llf(qgoe uge 1?11§16: E@Jgjlrofc%ssi%%ﬁ‘g eg%nﬂ%é:mcnt atcthod

con‘plwlﬂaateﬂdmceao TS d GrhlSIi Iisl actdhy;nmamagemt hewipg @GR&Sising material

tools without_error. hi s purEose the carrying-in
prrtf'e@%g@iﬂﬁ FORBIE i75md |3| ‘@t“*hoﬁ“" P shoving p rk-Sawate Regagement
4 IJr(Q:Q ldgl%gad 1%§é%fnlerﬂtnlle%d Q«QQMIng Qrpode ngmgﬁ oMﬂé ﬂllé§htymvcnuon
aSS|gned to each of the biological material and
protesésmgedtobl. kit. In addition, the |nstruct|on

sheet, i ncl.ude

cor 1 S BDRG G s oiond GRRReR 1 e st stone
| dRtdnfal GRdcli@nindatac appensadhd or Et@g%g&ﬁtt:ﬁbk’%ath Grdh@@Based on the
attached to a plurality of processing tools taken out
-ofstagtrecqecarerdcueiLil processing tool kit after opening

t he

Pr 002@% gtltt{%dseiuuaté:? dzg% %ggrif ggﬂﬁé‘] %IOJJL&}( g a d)al%rdllty %1" dlbs%ru(tuﬁn shcct§ along a
of tempisdl u€ i tesms sheleh sach Sasicts @atoadcdt NDith ehoadimy/et dTaRmetion sheets
and pre-stored in the data @roqessingaunit., The
mWWWW%%WWWWWW*@%%@'W%%Wwwwmmm
t W10l RRE SrYEIu OB B8RS N iffstrhdliof !shgbts 8 & | ﬁnstoﬁfomnty to a type
schemati ¢ di agram showi ng a processing materi al
nerfageperige o gdnderad sudwpen irhe bratlca medakh pf the ésidtign sheets, a

ﬁ;@‘grr%?% o% ch av {,1{[8 lfsagtﬁzlélsss%lg \%rgt?cp% t?] Eiﬁﬁ%jfl {% pw[flgti% >}'na‘?elriglg arranged
asﬂbtﬂﬁﬁderﬁidﬁﬁﬂl&tztﬂm are spedi@illf k)catcP WAE 8&BENY FRE @bdodd sdnle, and
be used is a dish which is taken out of the incubator

306 and carried in the safetyl%abi net 303 while
containing cultured cells and having an | D nunber 1.

uni quel y assigned thereto. The (2) "unused processing

tool to be used "is a processing tool kit prepared to

all ow a set of selectively conbined processing tools
including a plurality of unused dishes and a plurality

of unused centrifuge tubes to be encl osed therein,

wherein tool identification data uniquely assigned to
each of the conbined processing tools is appended to

an IC tag attached to a correspondlng one of the



The operator 318 can performa plurality of tasks of
the cell processing process one by one while checking
whet her the I D nunber of the 1C tag attached to each
of the processing materials corresponds to an
arbitrary one of the plurality of Il nunbers
associated with the process-identification data, by
the touch panel -type display unit 328. - 21 -

Wth reference to the flowharts in FIGS. 7 and 8, a
cle¢-plorpd @éléSlSliﬂWge e dis dath proceaseampit @)4- i n the safety
Cablﬁ t 310 Ws  an 1nstlutq on s?lce(i:rldob%dasb'l% é;(\ali\{h & oﬁgtsh(’%ﬁc 0¥11Qm of the
respectlve Ssta producti on, d use
oﬁmﬂmpm@me55|ng tooI k|t V%lle thls enbodi ment
wi I | be described on the assunption that a processin

t ool Aakﬁhi)m] g F l,ﬁ. 8dhec1§§ﬂruﬁym st ]Eﬂ' 6%@%?%&“96&0” about a safety %abmct

RE u£ aat aCln Siﬂcjato@g flle gdilocm (H:‘ﬂ 19]%' JionQJFC;Q1Qﬁ§ %btﬂ]gmg date, eic.), a
center, as shown in FIG 1, the present invention Is

_ nontelt ogﬁiat;legi]l} st sti@hyyiag-@ckmmee processing matarials including a chemical agent)

-t ool - kj t duct 400, I
SR SR BF L ED, She R IO B P Rr: oo
ploedRediyhNdisplopn#dR, | n Step 420, tool identification

data is uniquely assigned to each of the processing
t ool 591 extwepleappentigsk 56 mpeepOatargsubt ekl negssyry to carry a dish

C QJ n[a%%%%ﬂl?)r&gel%ngﬁ Jgﬁs B'h0 E’ﬁl?%l r@.igfngrﬁ) 91|e ubﬂ%?gbé 1{ ?Mfle safety

the procéssing tools required for a ce
p nabmets:ﬁ)ﬂ NgiopthagegescasrelDsindet df uehatificolishiisn@sbriag ia the instruction

ngl e s t in Step 430, and a roceSS| tool kit
e BTGRP e ShLBEda OBl o

pErQﬁ?%&ls&Qdﬁhot@'f&mt Hndec e ARG, t DREEIN cxa]nPlcSJ S 8Btion is
In Steps 440 and 450 preceding Step 46 the too

| Bepopdd frores ddrasicmepd mlbc@é éhervgltm@cﬂcléﬁ ?tl@ldné”creiddcb pgagifuge tube
ar e re n| zed cogni. t ool
a ggra;c o elgal W‘g%n'h @ﬁldel a‘; {)13{;}1_ ergrecﬁl slag,nsg c,(i((, 16 PBIﬁLiltIOD/é%paratlon using

41 catifapiig m@hinSi08 phdyretthesf@fed @abSicH@ultv@Qhediint.
production stage, a kit |ID (kit identification data)

uni qlerder Qoefamdie sbeye taple a‘b\%‘é‘é§'§l‘ rgetiee RierndaRpqg Serving as

t D& GRTRLAR A PFAGHRSI MGh 0 BleSerhG] 888920 BREEID phofessing/culture
appended to an I D tag attached thereto. I'nstead of the

| Bromah0 taromgbctmr dwagatmrechomlmmecﬁmh mggetshe t@bdnngyhie enclosed in a

agsocLateggg { e ttacheddto t he ?rpcegﬁin wd in th

t SIresppg to oPa ci;il yhen ea/ are unused processing tools, and transported in the
form of a package o simplify a carrying-in operation which would otherwise be cumbersome
and complicated, so as to strictly manage the processing tools without error.  For this purpose,
the carrying-in processing material list of the instruction sheet No. 4 includes a description about.
an ID number uniquely assigned to each of the biological 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 pluralily
of processing tools taken cut of the carried-in processing tool kit afler 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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Thus, a shipping of the processing tool kit to the

cell processing center 100 in Step 480 is perforned in

a state after the respective tool Ins of the conbined
processing tools enclosed in the processing tool kit

are associated with the kit 1D of the processing too

kit. Then, in a processing-tool-kit storage stage
500 in the cell processing center, the processing too

kit is procured together with a separate unused
pro&b@@ﬂm@mﬁb&ﬂﬂhm%wé@mﬁm®hm5a@hmm@fmh@ﬂmqm%%®ﬂﬁg4ﬁ”TG
(o B'Lwh is a aa%ematm cF %&; cl(l:Tg &Ewgltﬁlg dljla?oléc%semg Bglg%?nnm?gnemo ont the assumpuon
fiﬁift aAcell ghdcelisiy pelatse 1<ﬁ§l§ﬂfobxﬁeﬁ akiage pfral@n oiopkbt&l;mr@aﬁéﬁﬁl@l@ having
Then, in Step 530, the kit 1D of the processing too
kﬁﬂmggep%%ﬁmm¥BWm§%éﬁﬂP€“hﬂ§Png the data termnal 201

in t’h@ ( r"ﬁz% @tﬂl E&dfﬁ%@ugeglolslarhmﬁlw%c ?"? ta1§39 {Jthﬁ‘ﬁhc%llclubato; 306
the too Ds o e conbi ned processing t

asdearial ie thewrft cotivet B@Btwlilllcamaulp:groemstcbqeésjand haviigen davanber t

processin managenent room 110 ,.via the
ey apbiiferen s o O R Tt R G 1 " effocsg oo ki
| ﬁcMdeQd' 8bRedetradiecddd fcdﬁﬂ%& pracesdRGolOficridne aﬁﬁﬁcﬁlﬁ)ﬂif@nused
processing tools and ta about a stock of th
pfigee e84 ﬁgpltlrelew 9€i wrasedr eenirifygh Sehey dol be oenglpsd rrh%%rwlem'a tool
h .0
e LA FLHRS e DR R IS8 o
bHESag attatlind adl g Rortdyenéibpue @riacesBined fréccng cants ahd '1<;socmled with

processing tool kits are stored, for exanple, on
srf&r “Peptigngddt Seadicpipa jaBn vHEEn EoEReh o (ifePTewrne toc) kit The
pfn@@e@%' 1643k tRIRALRIof the proc&tﬁﬁ@ioolrkﬂfwﬁ& rb'elrﬂg cdi@edfih e srﬁety Eing and
processi ng-tool -kit preparation stage in the
prieEsalrivddion upgohlidRor ofeiitghae) ¢ultpncd)@eésf@|bn gamslntdethereto.  In
tagllls n%%ﬁ Sl 162{8(1] COnE g% tlF ;gcﬁag lrﬂ\énﬁ) %15%)%14 a3 Cezllprrwl?‘%c%gmateual ?ﬁnumbei
S Ul REtaeshntdto @achiShthplRr OCRERIcO G deD RESsingAAcked, the (3) "label to be
pre-stored stage-sequence data fromthe data
pH5eels STepcdy T Cxapmle. pring- s eoawieriplly Fb“é@%"s&“Flf?&{aPﬂ Ptiptgipdapted o
d@%\ﬁut la n?ﬁ:qug I;LQQ aqr%lﬁzr sttg l{’ag aés@csl’attcrd% Icﬁtra] sr% l:lzﬂabE&!c@m@m and
cause display nmeans or the e to

C efidchod B @ndugeth erosd;sagﬁo@eﬂlum;c elctldj;e > fdeoi __Q_ELUQIQ gl_aﬁ_ij amua@ @ssigned 1o
ng £ Ste 62q the.o er & Ereservat on

bk BECHtite 8ol el dn‘@' Bt piolopen st Remakup ey the
t RRusky BSQENRL tbQNo RAM L3 OconfpRte@rQBsstn Qoo SﬁJeFéYa%‘Q 1he label is
process-instruction data, and reads a kit ID of th
pﬁ@ﬁ@g@p h@re 6] takitiached der etgxaalﬁ-pri @iter prsfagpgpriated el data correspondmg
gr Sa‘lﬁg"g‘ % tn? L T@tad {s:lot aas‘ t llg)\rp arrl1 Q er %or ?E)OVéSélflié” i Eecl;go grtg Ij?lc (5) "waste
engleageda Iuﬂ:d ﬁ)fd)ecsﬁﬁg)tﬁﬁﬁs‘ﬁtlﬂg tltteQ;h mkthtt (1) 'tphﬁesga@mabm ok used" to
the preservation roomoperates the data term nal 201
t &e gizgarded gitessthy cuftpigd ceflpe Hastuedde be viedpracpraing loald ki t
1D, o Q@I@JSQ&P S DRuM br @8 or |0
Fospost et SSRPRESH {RudRbrgfof BENFREREhA Mo by one
stvehgestsecqlgemtécrcﬂal 1Dedmbip of tholfi l’amz&tadﬁtﬂ & epth@€ 88 $iobeysioluhdterials

in Step 630, After npl etjon of the association

AP HD o REEY ottBsed G POBIKPL ') ShOPERSROF Lt M
f pesRed-NRntPces L A b] B9 b 40e Lihidyhai ¢RI |
processi ng/ cul ture room 140 through the preparation
room 130. In this enbodlnﬂnt Steps 610 to 640 in
t he processing-tool-kit preparation stage 600 are
perfornmed using the data term nal 201 by the operator
of the preservation room 120. Alternatively, this
operation may be perforned using the reader 325 of the
operation desk 327 by the cell-processing operator 318
in the cell processing/culture room



In a processing-tool-kit use stage 700, the processing
tool kit transported to the cell processing/culture
room 140 is received by the cell-processing operator
318. The processing tool kit having the comnbined

unused processing tools enclosed therein is carried in
an aseptic manipul ation area, such as the safety

cabinet 303 illustrated in FIG 4, and opened to use

the - 23 - unused processing tools. In-advance of this
opervéthirgirence ethpRasbats imi G ooind Ri ftbelll Bogshe@eesh fergemple, in
q Lesraf’;Tl é’l cia{)]mt?g@% SW:S%IE %e ?escrrbt(ea% &ggv? Iécl;] hc1 wﬁg? %Ec%%e 58(5391 ﬂngodbamn
rﬁ@ﬂ@wmaﬁﬁmﬁaaqﬁmbﬁmgkmnqdD appended to the IC tag

attached to the placed processing tool kit. In
750 it B SO PR DO By o o i i

C;?&ﬂ@egﬁa? Qw F)IQCJSBI%? t%@%jaﬁﬁfdc%?ré d?[ﬂ,%%l @b cenh 19)'(:&5@;! éént@xnzﬁ shown
a plurality of the kit IDs associated with
pnﬁﬁesﬂwmnsﬁmmmmumwsdqmmnwhpehmasma3500|ated mnth

i dentification ta e st or ed o dat a pr S

Uni [} a B%elsﬁ"% tﬂ(gig }6 llgtéﬂnl ft?ge OI]LOO,S B%F éypr,:bgnd ‘furfﬁ nmn%el of

a&@degmgdootlsodre 5409 Ghrbveedonesep0f10a 1Rl S4padaof Mopfdexﬁlﬁﬂéﬂbﬁﬂma is
plurality of stage ID uniquely assigned to

r@wé& ppsigaedoftenscliop! e progrsang toglsomd sprehied 1 an {héscdpghed to a

p(l:()(.l)lg%g in@%n@gﬁﬁ: e%é@eesﬁ?%oﬂ p*n&éﬂ Gllvl) Ey mgr; o} 199{”040&%@ tools r?quned

uni quel y -"assi gn especti ve one of a plural

separcall @roa¢ssng probisn ed sprea@elssmmgmtcbm & singlpdet in Step 430 and a

cross-checks the r the arhitra
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contai ner, such as a dish or a centrifuge tube, to
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subi nocul ati on/ repl acenent of a sanpler (i.e

bi ol ogical material) or a culture nmedium is confirned
based 011 the process-instruction data displayed on
the touch panel -type display unit 328, during an
operation of charring it into the safety cabinet 303.
Based on the process-instruction data, in Step 810,

the operator 318 carried such a used waste materi al
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processing tool kit will be allowed to be used. The
managenent met hod of the present invention nmakes it
possible to automatically associate the tool ID

appended to each of the I1C tags 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 nane, cel

type and sanpling date. _ This elimnates a need for
abnuesddroseseire oa-ol [ @drapss 4 heseirprafnobepresertpegrd ik slaeed on the
%ﬂe}aﬁmp&% gé)}oéonjegoﬁd%g,eg%rhaﬂ rt&ﬁlﬁﬁﬁfnﬁﬁe &cﬁg)ll'oc&\{iﬁéié{llthﬂe TSom. In
it 1s newWy used, as in conventional techniqués, so as

t Btep eldLtoercaler 12§ kead the légiDspcadedd onthelCrtay attached to the placed processing

Addj t.i ong| | s m ght he expected, as conpared with
alk°oPer @%1“”8%2%1%“"6‘8‘? ?wwgau“rt gﬁ‘b@mﬁlh‘%%?b%og’ﬁ%tb‘gtf’ \g’lce goader 325
PEIRGRS & Eﬁ‘lg‘u'zﬂ?tn%rd.f ﬂ!p&railiﬂ(tq@ the ki abekMciBPiehe ?’Bcegstl_ﬁstrucﬁon data
like, the present invention is can further facilitate

prébclEgssausieywitteidentifiention ditagmi-stprehintthodatagmcessibribndr, eqprising a

: gBrraﬁt\{g% sa%)lelﬂgs 8 Jq%crﬂ? tasls{éged%(f) Ie!c,])%&%g Ges of a\/l\)vfl%glitylf & sz(i:nllpqels,rge Igurality
of stage ID uniquely assigned to respective ones of a plurality of stages of the cell processing
process, and a plurality of tool IDs uniquely assigned to respective one of a plurality of separate
and combined processing tools, and cross-checks the read kit 1D with the arbitrary kit 1D to
output cross-check data indicalive of whether the two cross-checked IDs are coincident with
each other. Then, when it is confirmed that the outpul cross-check data indicates coincidence
between the two cross-checked data, the cell-processing operator will carry the processing tool
kit into 1he safety cabinet 303, and open the processing tool Kit to take out the combined
processing tools therefrom and use the combined processing tools as unused processing tools so
as to perform the cell processing process, in Step 730.

Although not illustrated in the flowcharts of FIGS. 7 and 8, when the output cross-check
data indicates non-coincidence between the two cross-checked data, the operator 318 will
perform an error handling. That is, the output cross-check data indicaling non-coincidence
between the two cross-checked data clearly shows that the carried-in processing material does
not exist in the process-instruction data. Thus, the error handling may include carrying in a
proper processing material while stopping the task, or, restarting the task itself from the
beginning in a serious situation where the two cross-checked data are associated with different
sample IDs.  After completion of the error handling, the operator 318 will restart the task of
carrying the processing material into the safety cabinet 303 in Step 700.

After completibn of the cell processing process, the tool 1D associated with a sample, i.c.,
biological material, is appended to the IC tag attached to each of the unused 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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1. A nethod of managing a cell processing process to

be perfornmed in an aseptic mani pul ati on area by use of

a processing material which conprises: a biologica

mat eri al consisting of a cell associated with a

specific sanple and a culture nmediunm a processing

tool kit prepared in advance of said cell processing
process in such a manner as to allow a set of

sel ectively combi ned processing tools including an
ursudiserdedi sfier daiae oredalfr sbinsedrliedisripiengy ol tuBEPEp (ige biological
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respective_ gnes of a ity of said processing t

kFEt“gy cabinet %(gu\g? Hﬁ oaerﬁqneqegcs%ﬂ t%é?ﬂeﬁ(b l!ﬁ’ﬁl tlD so as to Cause lh(lz data

C QISR Qﬁﬁ@@HMo&ﬂﬁﬁﬁﬁEﬁ§k$&d§§'d data processing unit,
to rea§ said identification data pre-appended to
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coi nci.dence between said two - 27 -
processing unmit in such a manner as to be associated with process -instruction data pre-stored
therein. Then, when the kit ID is read using a reader communicatably 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 ID with the

arbitrary kit ID, whereby, if the two cross-checked data are coincident with each other, the
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cross-checked data, an operator involved in said cel
processing process is permtted to carry said

processing tool kit into said aseptic processing area.

2. A nethod of managing a cell processing process to

be perforned in an aseptic mani pul ation area by use of
a.-processing material which conprises: a biologica

mat eri al consisting of a cell associated with a

specific sanple and a culture nedium a processin

t okeskig loslr kibaile de isfowdviarieeused  dht ehavsgspenp pebeds gﬁg gy present
FSJrergn f’o% mal cs ﬁgé:sls? @ to gl popnr% cl)cgei césltqo(r%m% til (f)}g | ﬁa@%mdglf 0 each of the I1C tags
ura)ﬂ&eqbrcdctssih;, asle/ \arh @i amu&e;dmﬂemt el shbjgﬁ:dttmbeelt prodaemg process
encl osed therein; and a separate processing too

i el iy Prcesdirecpy daletieh as R shamesssl! FPpHing éﬂé@@%‘&w

mat eFhRlelih fiaGa fb@fbr aﬁ‘Eﬁheﬁf@'u@ol@@tﬁlﬁt 'c@ll Bﬁ&'bt@ﬁél rﬁ‘&c‘e@rﬂo write new
area by an operator involved in said cell processing

prlqmt 38, ea@mr@eq&mg hobeve tipreiitsis ngylyt ived, ¢ mpsnverftional techniques, so as

re- gﬁg ?% to a wireless communication device
t?g a5 EREYRUSP &% d conbi ned processing tools to

be enGlias@dy, iah nSgH Ge REREES S REngaRAlwilki dn, opatafinWi abring a large

of tool identification data uniquely assigned to oo

r e%‘ﬁ‘é?ftof e ghrgcesinggdwileale bt 1Y phitsd ety 1%@ theoRgpsgnt invention is
[ \

at ’?%?ﬁ&gp%gﬂ%g %chrgso}gﬂaedég%nﬁzgts tag&o) %Hﬁéaﬁl%ﬁ E(Q)G;th@ tb Gfsprovement in

I deatinfgictf@ichagn dat a assigned to sald proceSS|ng t ool

kit and associated with said respective too

identification data of said conmbi ned processing tools;

- pre-storing, in a conputer-operated data processing

unit, process-instruction data configured to indicate

an instruction for said cell processing and associ at ed

with at least a plurality of biological-mteri al

identification data uniquely assigned to respective

ones of a plurality of said biological materials, a

plurality of stage identification data uniquely

assigned to respective ones of a plurality of stages

of said cell processing process, a plurality of said

tool identification data uniquely assigned to

respective ones of said conbined and separate

processing tools, and a plurality of said kit

identification data uniquely assigned to respective

ones of a plurality of said processing tool kits;
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causing a wreless reading unit conununicatably
connected to said data processing unit, to read said

kit identification data pre-appended to said wreless
conmuni cati on device attached to said processing too

kit to be carried in said aseptic mani pul ati on area;

and causing said data processing unit to choose an
arbitrary one of said plurality of kit - 28 -
identification data associated with said
pPb¥déschimedt r uct i on data, and cross-check said read

kit identification data with said arbitrary kit
identification data so as to output a result of a

dét es miethat df @n@ngwhelt 1Ifremss§@ipd>ctsm be po@maﬂhemk&@tida&@lﬂaﬁon
are coincjdent wth e ther e for -~

C?I%%y Wt BIKPTOFSESIPS LR étgvc 1 comprlswn gﬁlo gicﬂ ngmlglﬂmsmtmg of a cell

ChOsed NBMKa GRLifc isFHICAlieS ARINGEMBN CLpHRIWE Qo S@ dﬂcpal ed in
two cross-checked data, said operator IS permtte

c avayre 9hjsedd p¢1b9@8ﬁ§$w&gpm‘@§ﬁ inkgugh p ragnes ab ¢p allpape i@ of selectively
proqgs cau3|n9dsald dat a Pr ce

m(e progesqm %Pls 111(5ued1né unused dish a?d/m an ynused cenl n%{gygub]@ lo be

Srfic one o Fura

blelo@fgl ﬁﬁ&bm,ﬁﬁfdeﬂ. Is@Jdratc(iﬁdiﬂe#bfligCLa&li iGdMuditat a’:lc}\Mnichl sghtd said method
respective tool identification data of said conbined
pFYERE'E8% ng t ool s encl osed in said processing tool kit;

and pre-appending, to a wireless communication device attached (o said processing tool kit, kit

identification data assigned to said processing tool kit and associated with tool identification data
which is uniquely assigned to each of said combined processing toels enclosed in said processing
tool kit, and appended to a wireless communication device attached to a corresponding one of
said combined processing tools;

pre-storing, in a computer-operated dala processing unil, process-instruction data
configured to indicate an instruction Tor said cell processing process and associated with at least
a plurality of biotogical-material identification data uniquely assigned to respective ones of a
plurality of said biological materials, a plurality of stage identification data uniguely assigned to
respective ones of a plurality of stages of said cell processing process, a plurality of said tool
identification data wuniquely assigned (o respective onmes of said combined and separate
processing tools, and a plurality of said kit identification data uniquely assigned to respective
ones of a pluralit.y of said processing tool kits;

causing a wireless reading unit communicatably connected to said data processing unit, {o
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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when sai d out put cross-check data indicates

non- coi nci dence between said two cross-checked data,
said operator is instructed to performan error

handl i ng whil e stopping the task of carrying said
processing tool kit into said aseptic processing area.
3. The nmethod as defined in claim2, which further

i ncludes the step of when said output cross-check data

i ndi cates coi nci dence between said two cross-checked
eratseeheckdd| datn angpegﬁwdm@beci o cdlgrosesping rpResiad prpilidgeary said

Cl.OSS- hgg g | indicative of said coincidence, and
Occssu%’g LO0 1t 111 0 sal a%eahc pmcessmg arca
h essing unit to associate a

speC|f|c one of said plurallty of bi ol ogi cal -materi al
identification data with said respectlve t oo

PdefAtreird slrpagpeingcsll Brecssiteprecsi 1oaTpneia assarjic gy puation
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sai d operator is permtted to carry said processing

oodiatddi vith mtcidiaisands ept ﬂ@ulpmnms@sn nfgplapeewgamﬂ lopprppared in

g Pi9% ll ga tool Kit $0.8 ! an¥ ?'kfg u())liln w ' gt of s.elbctlvcl
&wﬁ‘£6“§° SSRGS P18 M 'S qsgl dpehéd™pf sCeSsThg -~
teoabinddi rocesding THRB: 1ﬁﬁ1ﬁmdemal§mﬂ:6fdisﬂQﬁid/fbrﬂmQ{nafie{ﬂnc&uﬂﬁgeaube to bc
wherein, after said error handling is perfornmed while

§t“é‘ﬁﬁﬂ thgreinhande & srpaie ReeiePYiENgo! B lingr b ElegiiPh gpepio ek said
%tc&mﬁ?lln%erﬁ?ﬁ @trh & iR gﬁc?;sgﬁtagnaﬂﬁaﬁ%son *fh%!x % &%%Ergt&q{wolléd in said

erm to restart sal carrying said
mﬂbmessu@gnm@Qbm&nmmmemm$amdma$gpﬂlc proceSS|ng area
5. The ne%hod as d?flned i N any, aone

whi EIF-4PREn Idn\:&lr P oD '“g‘t"@;i’"‘&?e 'mache& to ccﬂ:ﬁ %sau? combined

processing tools to be enclosed in said processing tool kit, a plurality of tool identification data
uniquely assigned to respective ones of said combined processing tools;

pre-appending, to a wireless communication device attached to said processing tool kit, kit
identification data assigned to said processing tool kit and associated with said respective tool
identification data of said combined processing tools,

pre-sloring, in a computer-operated data processing unil, process-instruction data
configured to indicate an instruction for said cell processing and associated with at least a
phurality of biological-material identification data uniguely assigned 1o respective ones of a
plurality of said biological materials, a plurality of stage identification data uniquely assigned to
respective ones of a plurality of stages of said cell processing process, a plurality of said tool
identification data uniquely assigned to respeclive ones of sald combined and separate
processing tools, and a plurality of said kit identification data uniquely assigned to respective
ones of a plurality of said processing tool kits;

causing a wireless reading unit communicatably connected to said data processing unii, .to
read said kit identification data pre-appended to said wireless communication device aftached to
said processing tool kit o be carried in said aseptic manipulation area; and

causing said data processing umnit to choose an arbitrary one of said plurality of kit
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causi ng said data processing unit to instruct display
nmeans provided in said aseptic process area to display
sai d output cross-check data. 6. A processing tool kit
conpri si ng: a set of selectively conbined unused
processi ng tools including an unused di sh and/ or an
unused centrifuge tube, said conbined unused

processi ng tools being enclosed therein in advance of

a cell processing process to be perfornmed in
alsepiipoplageugsiang vahead rastrs seirdagamy - Phcck said read kit
p{dgrﬁl?léd%blp Qi r\\@[ﬁ Gan 1{ 89&&/ %Hdé’ﬁ'ﬂ%&u Ezlt@ lscS) gl; ?Oa%utmt elrel:uﬁl of a
consi sting of a cel associated wth a specific sanple
aduknaingich buwkelredidunp candhaksieparatcanidcocedshagiltoalthe form
i ncl udin a_che cal agent; and a wireless
cﬁﬁﬁﬁhgﬁéh' g%¥ce attached thereto while having kit

i den@heﬁqlsmwﬁn FARL @c8SEh00Bhtd QoifBdcHecHeORES Hid G0 LRR-checked
kit and appended thereto, said kit identification data
béity gduh@sl@@l et thearpeid Hf@eﬁtflg faoblat i saidiasertic Wivicgsking area,

I §ftelfmclau mﬁ id ?’1 po%éj 51¥10u§1 g d’ls‘somc adsp%((:)lfP e %1 WIS %Zliahty of
proc g 0 S an edto awre

cennylmmﬁﬁemo Nd&hesiéaten amh aﬂﬁheﬁjdt Rs[RCIO nwamnﬂdam@ e of said
of said conbi ned unused processing tools. 7. A
pf%@é‘?gf’rﬁﬁ”"f‘t&d‘i’dﬂﬁntloﬁ"ﬂ)}‘lSﬁ‘gér"?eﬁs‘% eqdkit: 2p¢ ocessi ng

Syst iy 3 hufiRl | crdd-ORES HaRY i L Fob- A HLAR D betfeen said  two

conmput er - operated data processing unit pre-storing

th@msmwhwnbmesﬂdmmsmruomnmmﬁdabaﬁmunmmgum@thUMMLﬂmmmgﬂw
Itlaak %f%t S agg?lh gr%Ee’g%‘f tm@% ol spid s a&g&m lfr(%fﬁs%g%/%%% Ng process

bi ol ogi cal -materi al |dent|f|cat|on data uni quel y

assigned to respective ones of a plurality of

bi*ol @1@§Wﬂﬁﬁ 'WéP%°@%’%é“%ﬂd?@@%@@“*@”%éﬁﬂ(%éﬂwngﬂdOUmm

I%gs-& (Jkrlgtapll;l(gga Sc’om@igfgmoab Jwé’glaslalld o gr‘osi(éhteckcd data, allowing said

dentification data uni quel'y assigned to respective
0 regat@fio @nfarusai@lontpyt cofss-gatkdiaprigiredsiongid mkiddokd, and then causing
reqilred for. sai.d cell Eroces ingtﬁrg e s;_ang.a . aterial
P 13 Sropessies HY! ntStocRS L MRRTH ekt Bive gl Riglogigl-materia
S adegtlﬂﬁtoﬁ dRE QAR S 1@%@&1@& fool i8RHihatnQEE B4al%oh B8 Prdckssing tools
conprising: a set sel ectively conbi ned unuse

preodesssin profd nreretsme tetkipsed therein; and
whereafter said operator is permitted to carry said processing tool kit into said aseptic
processing area and open said processing tool kit so as to fake out said combined processing

tools from said opened processing tool kit.

4. The method as defined in claim 2 or 3, wherein, afier said error handling is performed while
stopping the task of carrying said processing tool kit into said aseplic processing area, said
operator is permilted to restart said task of carrying said processing tool kit into said aseplic

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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a wirel ess communi cati on device attached to each of
sai d conbi ned unused processing tools while having a
plurality of tool identification data uniquely
assigned to respective ones of said conbined unused
processi ng tools and appended thereto, wherein said
W reless reading unit is adapted to read said kit
identification data - 30 - we-appended to said
processing tool kit, and said data processing unit is
atfapeEedidiigt C’ﬁ’é%?i%’ég BH! ripEet dypaorienpprogdddn prdgsaric pipecssing
Ofelih lishR b fidlbo.gata associated with said
rocess-lnstru tion data, and cross-check said read
k|t identification data with said arbitrary kit

igentlflcatlon data, to output a result of a
t ef RIOFESTTRIRP) B CRMHESAEr sai d two cross- checked data

are god Bedeantly %Jtﬂhll&%hse@EJQ@JSSJ.%{BOIE hl@lué]ﬁ’gr R Bfised dish and/or an
cross-check data wher ein it is conforned

t hla@edsamiﬁmttmt sméct @@Bhlneﬁeleksed ar@ca%mght@é@t b@ng enclosed therein in

\fgl(l:c dF a ceﬁ ccsm g 1ocess to e r me% 1 atl asg c, rocessu Elrea dnd used in
~0 era 0(1 d Fn Sal o|r YOCGSSP 6 Cge

- peanmdllt;adests@g PREdsY togethdl wWith olqas&gldagmmeml cdﬁmtun@ avh &gl assomated
sai d conbi ned unused processing tools encl osed

t Wb @ prscifis s9mple apfl 2aBye PediRGEEESPHRe MPEHne dgoling g a chemical
saldi; pgocessing tool kit so as to take out said

conbi’'ned unused processing tools fromsaid opened

pr OCQSEIGN@ togoiunkation dafite ptactaed Shango sdild haddateakit identification data
process it to assoc ecCi ne. o

P BRER by Paspspp 4 PL SR Shih el MFfloneris R StemisRactyn bene
Wabsbei@all Wit ©Sinastifiss8ot @@l whideRtunfug@bdsipReddateanap pANI@kbined
to said wirel ess conmuni cati on devices attached to

s anget giebEHEd oalh uad d‘PW@f‘ée@S"r Wgc]gs‘@ glegmunication device atlached to a

corresponding one of said combined unused processing tools.

7. A processing tool kit for use in a cell processing system, said cell processing system
including: a computer-operated data processing unit pre-storing therein process-instruction data
configured to indicate an instruction {or a cell processing process and associated with at least a
plurality of biological-material identification da(a‘ uniquely assigned to respeclive ones of a
plurality of biological materials to be subjected to said cell processing process, and a plurality of
kit identification data uniquely assigned to respective ones of a pluralily of said processing tool
kits required for said cell processing process; and a wireless reading unit comnunicatably
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 fool kit, and said data processing unil 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 determination on whether said two cross-checked data are coincident with
each other, in the form of cross-check data,

wherein, when it i3 conformed that said output cross-check data_indicatcs coincidence
between said two cross-checked data, an operator involved in said cell processing process is
permitled to carry said processing tool kit having said combined unused processing tools
enclosed thereiﬁ, into an aseptic processing area, and open said processing tool kit so as to take
out said combined wnused processing tools from said opened processing tool kit, after causing
said data processing unit to associate a specific one of said plurality of biological-material
idenfification data with said respective tool identificalion data appended o said wireless

communication devices atlached to said combined unused processing tools.
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