10 AUG 2005 DEVICE Al D METHOD FOR CYTOLOGY SLI DE PREPARATI ON FI ELD OF
| NVENTI.ON The present invention relates generally to the preparatiodl A 2005

cytol ogy slides and, nore i.cularl 4@ 0eNtee ardraraxaciat ed net hod
for preparing'@??gFggfnai#ﬁigdqyﬂég}%f&D OF THE | NVENTI ON Cytol ogy slides

are prepared to screen and di agRese &elhwbmirsanpl es taken from for
exanpl e, sanples fromthe wuterine cervix, urine, sputum-blood, fine

needl e aspiration biopsy, urethral, .bronchjal_.br 1{NYS 13 A4 gSon
cer ebral sﬁlwamwﬁﬁag angeBt hap ES&)?t%{%Ui@ %.eﬁlelﬁ}rqm | abi | id%ﬁnd
efficacy of the screening nethods of these slides are ne their
abi | i t wit ccyli anggesilnbest Evds, MPEEC BT 9 ’oﬁtso of él%g%ggr%ﬁés{ | esi ons

while at the sane time avoiding false positive or_negative diagnosis. The

reliabilddycpftthemetabudgsri prapaprinmroyticiagy F¥eeS- the results are not
accurate or are unreadable. Thus, there is a constant effort to inprove

the reliability and efficacy in the preparation of cytol ogy sanples. One

of the most common uses of povwholegns!deles it sifwENTSOReeni ng and di agnosi s
of a cervical sanple. Carcinoma of the cervix is one of the nost common

mal i gnanci es i n wonen, .causin near ealbs BRA Meagnioket he United
St at es. ApprSYFﬁépgwysﬁdgFﬁfa%ﬁbégﬁﬁg%ggjggg gssociated with absent or

defi ci ent screening. roxi mately 25% of th r eeni
cellular s;%pfﬂgjtaken frgk, fgr exaﬁpfg, €8P 9es from the

uterine cervix, urine, sputum,.blood, fine needle aspiration
biopsy, urethral, bronchial brushings and washings, cerebral
spinal fluid, and other body fluids. The reliability and
efficacy of the screening methods of these slides-are measured
by their ability to diagnose infgctions, precancerous lesions or
cancerous lesions while at the same rime avoiding false positive
or negative diagnosis. The reliability of these slides is a
primary issue. Often, the results are not accurate or are
unreadable. Thus, there is 2 constant effort to improve the
réliability and efficacy in the preparation of cytology samples.
One of the most common uses of cytology slides is for

i i i i mple. Carcinoma of the
screening and dizgnosis of a cervical samp

. . . susin
cerviy is one of the most common malignancies in women, causi g

nearly 5,000 deaths per yeaXr in the United States.

" Approximately 60% of these cases are associated with absent or

Approximately 25% of the screening
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| ~ 1 9 AUG 2005 failures are the result of errors in, cervical sajp|f 2085
or snmear interpretation.' Screening for precancerous or cancerous changes

f th teri ix tradifi | Ly i I ' i
cervi Sai IPRRENFGOH AR SHEAPS " GBI Fd Phy S o o O TRl £ ohal et hod

for screening requirg§ scraping a wonman's cervix with a sanpling device,

such astarpatetatiapplicator stick, spatula or brush, and snearing this
sanple onto a slide for review by a nedical |ab professional- The specinen
is gentlysyyaatiagross precitdedmwyent ycaiserobat ehangeseldt Wil e. The
slide is then fixed, stained, and exam ned under a |ight m croscope for

cell “h%r@{% Or%@w}%ikeérahﬁt%rnrawl@g Qulolhés Mperatitopict ke sperdnicort offt he
cell "sanmple that Is smeared onto the slide may contai n bl ood, nucus,

inflammatory cells, and.cl f_cel cHLAt Emebper prefsation of up to
40% of-S&d! i ONE nﬁﬁﬁlggggg?%éﬂf’6%%%%%%156 By the presence of bl ood,
nmucous, obscurin? inflammtory cells, scant.cellular

aé

ai r - dtyiasy tisen# f aBes hpdTHe Ip SsSeifeiet of ¥ﬂ8§ér88anﬁFﬁg%%§Q%i%”@%geare

many, of the cells, causing inportant precancerous |esions to be
cervix with a sampling device, such as a cotton applicator
stick, spatula or brush, and smearing this sample onto a slide
for review by a medical lab professional. The specimen is
gently spread acfoss.a slide to evenly distribute the cell
sample. The slide is then fixed,.stained, and examined under a
light microscope for cellular abnormalities.

In carrying out this operation, the portion of the cell
sample'that is smeared onto the slide may contain blood, mucus,
inflammatory cells, énd clumps of cells. Accurate
interpretation of up to 40% of conventional Pap smears are
compromised by the presence of blood, mucous, obscuring
inflammatory cells, scant cellular material and air-drying
artifacts.? The presence of these contamiﬁants can obscure many .
of the cells, causing important precancerous lesions to be
missed when the slide is reviewed at the lab or, alternatively,
making the entire slide unreadable.

One of the problems with the conventional Pap smear is how

gquickly the sample dries out once it is smeared on the slide.
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m ssed when the slide is reviewed at the | abor, alternatively, makin tmﬁ
entire slide unreadable. One of the problenms wth the convent i onal a6
snear is how . quickly the sanple dries out once it is snmeared on the slide.

2 19 AWer20Q5 Witved: CORYENzgnNanelBan Mearsartipke saopt ebaustixkd fi xed
i medi ately in order to avoid the drying out of the cells, which ruins the

sanpl einé%%tjf@e{%ﬂ ob) em.uith the conventd anals £aP-SREE thet Bel ify, equann

i naccuracy 0 e test ‘result. conmon. 1 naccuracies include both false
positive and fal se negative Pap test results. A false positive Pap test
occur s THASK® & patF@MPIRs tol d she has abnormal cells when. the cells are
actually normal. A false positive result may require a wonman to undergo
unnecessary Zamatheosprpbiredi odltiprideedinreiennl papde PABgAIEFE Pap TSt
result occurs when a specinen is called normal, but the woman has a

| esi ontrhdedse hrgativecRapi edie Msidatayulhe dlagnosi dnastuna@®&@dent of
a precancerous or even a cancerous condition. The conventional Pap snear

has falisgNEgat byenr 8Les e HIH NG vd r4HB 102 5OY nvhklt iviep Pla® F@At0frdshases.
fal se negatives due to limtations of sanpling or slide preparation.3 To

decr eage J2l 58 L0EGRLLYe Al a3 Assoclaled Hehnol gLenpie! alf auiarrars wes
screening d por?lon of 't he "negative snear or recalling the patient for

anOthe%ﬁ§g¥$§1'ieﬁﬁgu&giﬁ the cells are actually normal. A false

positive result may require a woman to undergo unnecessary and
costly medical procedures. A false negative Pap test result
occurs when a specimen is called normal, but the woman has a
lesion. A false negative Pap test may delay the diagnosis and
treatment of a precancerous Or even a cancerous condition.-

The conventional Pap smear has false negative rates ranging

from 10-50%, with up to 90% of those false negatives due to

3 7To decrease false

limitations of sampling or slide preparation.
negative rates associated with interpretation erroxr, re-
screening a portion of the negative smear or recalling the
patient for znother sample is regquired.

Concern over the frequency of false-negative results of the
traditional Pap smear has led to the development of a variety of
other technologies or clinical strategies, sucﬁ as liquid-based

cytology systems, to improve Pap testing. For example, the

Cytyc, Inc. (Marlborough, M.A.), ThinPrep® and the TriPath, Inc.
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Concern over the frequency of false-negative results of the traditL r@izn%
Pap snear has led to the devel opnent of a variety of other technol @i or
clinical strategies, such as |liquid-based cytology systens, .to i nprove Pap
t est i (Bur Fongerame,C the ‘@){/’F%}CP@C.P‘E‘PI\/P%reISt%rsé’q FOMASY TV Thi nPrep@ and
the TriPath, 3nc. 3 10 AUG 2005 (Burlington, N.C ), CytoRi chO Pap test

SYst eimakechwl 1 yCamEt Thial by AR kaplreyefDA lapptgvatr 4 1¢ B2 a8 ed S SAkt hods
used for the collection and preparation of cervicovaginal sanples. Wth

t he TP&PPE%%Q( 1o 1S € n 22 AYNEC Rt ISR £ der viobierieali nanbd esane
manner as the conventional Pap test using a broomtype device or ‘plastic
spatul a and .endacervical .brush 1hi nat i h nignmearing the
cyto’logicaf’hgﬁhgﬁ)é3 %P%%EFFE&bﬁF§%§Rh12? cé%gyg?égi,géﬂﬁgéheﬁhod suspends
the sanple cells in a fixative solution (i.e. Presery ) )L.Ihe ..
Thi nPeeplertsid den p?}éﬁaﬁé{“?oﬁ‘aé‘ﬁ)ﬁrerﬁ%stgke a%?%‘ﬁ?%%?%%%%égr )actt’.e&-sE %csaﬁr?ged a
Cytyc 2000(r) that involves filtration using vacuum gressure and sitive
DT eSsar Bridaanst wre steps ceo opr glart 1 ¢ \aRA Bl strae8RdOGFTFiCRE BHGR ch(r)
slide preparation system the gynecologic sanple is also collected in the
same pRAREm A5i4HE beenverticanalhRapnestingi keet hptThpakceg( HR™ist em the
CytoRich(r) systemalso places the sanple in a liquid nediumfor further

puri fi,63td QM PrigEot Q anavicopsys pREN(£hispeetedssaspends the

sample cells in a fixative solution (i.e. PreservCyt®). The
ThinPrep® slide preparation system uses an:automated apparatus
called a Cytyc'2000® that involves filtration using vacuum
pressure and positive pressure—-transfer steps to prepare
cytology slides.®

With the CytoRich® slide preparation system, the
gynecologic sample 1s also collected in the same manner as the
conventional Pap test. Like the ThinPrep® system, the CytoRich®
system also places the sample in a liquid medium for further
purification prior to analysis. CytoRich® specimens are
processed using two centrifugation steps through a gradient
solution to separate the diagnostic cells from the interferring
material. The cells are ultimately re-suspended in a final
preparation that is applied to the slide using a special
pipetting apparatus (Autocyte Prep System®) provided by the

manufacturers {(Tripath, Inc.). This transfer step can also be
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processed using two centrifugation steps through a gradient solution to
separate the diagnostic cells fromthe interferring material. The ¢&1AUG 2005
are ultimtely re-suspended in a final preparation that is applied to the
slide using a special pipetting apparatus (Autocyte Ppgﬁ %WSteU(L)Zde
providg@ﬂ@bfﬁgﬁ ABAUBAAkUr eThe(Brifparh, d FemRlerhis R+&r%F eP”sfef can al so
be 10 AUG 2005 perforned manually. Thereafter, a sanple is placed on a

slide and, ar ed soy L RIQ%sy . These new net hods have denonstrated
increa§€ﬁld%§%¥§§gfn "t he 5}g%gration of the sanple, inproved detection

rates, and a,reduced need for pafd efllho dliss (gEenséar guepeal smears.
However, in, TBEER DFE Tifi FEb{ﬁ%h%n the CytoRi ch(r) slide preparation

systens, a tinme consum ng and expensive, procedure_i f gl 0 zpriepare a
mono- ditspersedpeaygdi of Telile o??’%ﬁecyt '%lgy”‘g‘;"i‘g%#éiltt*ﬁgug\ﬁ%%ach of these
systens reduces significantly the false-negative rate_of LQes aditional
Pap sneasgucthe neaal tHor el en kefhpa8ubeeheEPER £ adSPE g These syst ens
because, of their cost and preparation time conpared to the conventi onal
Pap  SMB3Y SveSUMARY SFh Tre | NVENTL €pD Taedi hienthsRFHCER dds 4 devi ce and a
met hod of using the device that overconmes these problens. The device and

Zssoci ated method provide.a betige guabumyngrepar etk ey tsol Ry )P G I Favt g

followed to prepare a mono-dispersed layer of cells on &
cytology slide.

Although each of these systems reduces significantly the
false-negative rate of.the traditional Pap smears, the health
care market has been slow in adopting these systems because of
their cost and preparation time compared to the conventional Pap
smears.

SUMMARY OF THE INVENTION

The invention provides a device and a method of using the
device that overcomes these problems. The device and associated
method provide a better quality prepared cytology slide having &
more even distribution of cells with less interference from
debris than the conventional Pap method, while offering an
easier, guicker and more economical procedure as compared to
known liquid-based medium methods. Thus the device and

associated method facilitate the preparation and screening

process of cytology slides.



nore even distribution of cells with ess interference fromd i
_ _ _ ebris than t
conventional Pap method, while offering an easier, quicker and norél Mﬁzaﬁ
econoni cal procedure as 'conpared to known |iquid-based nmedi um et hods.

Thus the device and associated nethod facili e - At l.o;

screeni ng ASCEEEE Dt ¢ yRBE oYL FHHES 5 al(?eA’tL%eZO%gP g%%%?%?ﬁﬁmo@gﬁjee
enbodi ment, andeV|c9 for facilitating the preparatLon of cytol slid
conpr psepaa dtiirat @Dv@WtﬂhQ@ﬁgséhdeﬁn§QQ?§ﬁﬁ9%c%,*%¥55089§65b33¥vﬂ%%i%g an
i nside surface and an interposed spine. The spine nay be replaced by one

or hinges.qdhe,fidsé, andssesnadcenver hare g vt abhyidec i
, ghed ace taed 3
so as to be foldable into a book form capabl e of a% open and cl osed pine

P?fgtkg%§gﬁﬂg%%§§§$?ﬁ%.na&ﬁéi?Eihg munted efp1heeai By daeswiAf aceref the

_ er overlays the” absorbent material. The cytol

slide 4 Ls renoveablLy nmpunted to _the_ i.nsj ' yt 0l 09y
3 - A u

The smﬁdé??%'p<%g?tf¥héa =8 Fﬁgc¥hsfﬁ%n§tr 5%eﬁ%?S?ﬁ%&gg%%ﬁﬁﬁggegFgﬁgaé.

conpapt.mnth the filter when_ the book-like device is_in-the fl ed

posi t ismi.ne nsanas hep BSpéELdakie iiMféhtd P HPFECFRR 3% HatRod B

preparing cytology slides. The nmethod conprises conbining a cellular

sanpl enid thl askigpbdibased midi @hsarkerhiBahessPdt ién MO EﬁﬁgoPhgge

sol ution, extracting the sanple or an aliquot of the sanple fromthe
i fHepagaetoand a filter overlays e

sol uti;qs f88 BLOYLEENGfatsll dad yEepErat d a fil lays th
absorbent material. The cytology slide is removeably mounted to
the inside surface of the second cover. The slide is positioned
on the inside surface of the second cover to contact with the
filter when the book-like device is in the closed position.

In another aspect, the invention is directed to a method of

preparing cytology slides. The method comprises combining a
cellular sample with a liquid-based medium to create a solution,
mixing the solution, extracting the sample or an aliguot of the
sample from the solution and providing a slide preparation
device. The device comprises a first cover having an inside
surface, a second ccver having an inside surface and an
interposed spine. The first and second cover are pivotably
secured to the spine so as to be foldable into a book form. An
absorbent material is mounted to the inside surface of the first

cover and a filter overlays the absorbent material. A slide 1is

removeably mounted to the inside of the second cover so that the
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device. The device conprises a first cover having an inside surface, a

second cover having an inside surface and an interposed spine. Thé&l A6 2805
and second cover are pivotably secured to the spine so as to be fol dable
into a book fromAn absorbent material is nounted to the inside surface of
the figiSt: «.CQUEHt aREsathil ket deverdaystiihelabsoe beat 1patds 41056 i de is
renoveabl y nounted to the inside of the second cover so that the 6 10 AUG

2095 filter. conta ersld 48 Mheh- thengeviee bpplritie tHeoswip posi @i on.
-The|ﬂ39ﬁﬁf¥?ﬁthe?£§ohbfﬁggg appl yi ng tﬁg sanple to the filter, closing

the book formso that the filter contajni Pl 10t aséstdheisti de,
and aﬁﬁ?%i%ﬁlheﬁve§%8§énﬁotfﬁé%xgg%tgg%ﬂsggfgﬁg%tg%effectiver transfer the

specinmen to the -slide. The range of pressures . appropri or- then
absor ben¢ sampler condadie fille erli@St hen e@PEzylpg Srgv#%%ﬁliy f%e desi gn
of the device. In this way, a cytol ogy slide containing an even

di stribyhedcausberofe ael et fecipiepayeti rgnséRiry taYfd SRETHBFY. 1iPnHa/lﬁot her
aspect of the invention, the invention is directed to a device for

facil[%ﬁgggg t@%éNfgﬁgéudfﬁbfés§urébu@@b&bpnﬁéﬂgﬂiﬂmg?h%I@Hé@rE?the sane
time. The device conprises a cover having an inside surface, a base having

an insi surface, ang L nterposedRiiRge i sThe: covesd and bhsedepiigot afl y
securem?ggﬁﬁeaﬁ‘idﬁgcehesoidla@?% T)lg ?ol dable into taiﬂfbook form capabl e of an

open aggecbgi?iéxsifgqt'ig\gggta%iE&fglogy slide containing an evenly

distributed number of cells is prepared guickly and reliably.

In another aspect of the invention, the invention is
directed to a device for facilitating the preparatioh of a
plurality of cytology slides at the same time. The device
comprises a cover having an inside surface, a base having an
inside surface, and an interposed hinge. The cover and base
pivotably secure to the hinge so as to be foldzble into a book
form capable of an open and closed position. A plurality of
absorbent material are mounted on the inside surface of the
cover and a filter overlays the absorbent material. A plurality
of cytology slides corresponding to one of the zsbsorbent
material are mounted to the inside surface of the base. Each
slide is positioned on the inside surface of the base to contact
the corresponding absorbent material and the filter when the
book form is in the closed position

BRIEF DESCRIPTION OF THE DRAWINGS
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absorbent material. are nmounted on the inside surface of the covei 3Q€2®5
filter overlays the absorbent material. A plurality of cytology s 9

corresponding to one of the absorbent material are nounted to the inside
surface of the base. Each slide Is positioned on the inside surface of the

base to Cof'&”i%‘é]t.lé hes C Br%?».%%@e'?:g Ahsprdeninautepbaimand oife thid ter when
the book formis in the cl 6sed position BRI EF DESCRI PTI ON OF THE DRAW NGS
7 10 AUG 2005 Fig. 1A is an expl oded view of one enbodi nent of the

devi cBEVIEEF/ 1B is an isonetric view of one enbodi nent of the devi ce;
Fig. 1Cis an isonetric view of one enbodi nent of the, device, Fig. 2Ais
an i somet riFG avi eWB of S andt Reomefiod: nereY 7T t flee §EPPEE™ SIS Hi%g a
single continuous hinge; Fig. 2B is an isonetric view of one enbodi nent of
the dewiier:;illustrating a hinge having a nunber of interlocking pieces
34; Fig. 3 is an isonetric view of another enbodi ment of the device

iIIustrati@iépppgkgg 46 angbiast Qi Ngeleansohl; ekbgdidkrnts of gardial view
of the front Tover of one enbodinment of the device illustrating the recess

or Welde¥%e;

Fig. 2A is an isometric view of another embodiment of the
device illustrating a single continuous hinge;

Fig. 2B is an isometric view of one embodiment of the
device illustrating a hinge having a number of interlocking
pieces 34;

Fig. 3 is an isometric view of another embodiment of the
device illustrating a pocket 46 and fastening means 60;

Fig. 4A is a partisl view of the front cover of one

embodiment of the device illustrating the recess oxr well 36;

Fig. 4B is a partial view of the front.cover of one
embodiment of the device illustrating the absorbent material and
filter extending above the inner surface; and

Fig. 5 is a partial view of the front cover of one
embodiment of the device illustrating a plurality of supports

50.



Fig. 4Bis a partial view of the front cover of one enbodi nent of the
device illustrating the absorbent material and filter extending éﬂbﬁ@5mw5
inner surface and Fig. 5 is a partial view of the front cover of one

enbodi nent of the device illustrating a plurality of supports §9ta 10 AUG
2005 Fig. 64 i léausitatesrehescehk deddr ABGEFGH O A & \f caF“Sample using
t he device and nmethod of the present invention. Fig. 6B illustrates the
cell %i—%ﬁgriéjqﬁ%ﬁﬂ of1,a geRvest LemaketPag sreahe artaanat ) REVENRaghr fication
of x120. Eig. f?lustrates an expl oded vi ew of an enbodi nent of the

devi ce capab) e of_prepari | il € Gyt of ;a0 Shitdasn abft hecsamenttiome.l
DETAI LED DESERI P%’?oﬁﬁ%‘ﬂsf%%tg%af@%éﬁ EVBODI MENTS Her ei nafter, the

invention will be describhed in greater. detai (thyseference to the
pr ef erfraqdl wndeli KBEEL1 VA& e %ﬁgnli{slcuaﬁtoﬁg%ﬂst%\%dht%at the device and

associ ated nethod of the invention are_ appljcable for t ALenar atd g, of
cytol ogy slides 7f an larstxedldsular o4 év%%%p?gs?ongggPa%]y c??;ica

cellular sanples, known in the art. Referring nowto Fig. 1A, i one. . o
enbodi gBpt cof cbheblieEnty mipanikg tmdDoipbe ¢REPLPEHL Phd ETe T e‘B}ﬁ ati’on of
cellular sanples includes a device 10 conprising a front cover:

time.

DETAILED DESCRIPTION OF THE PREFERRED EMBODIMENTS
Bereinafter, the invention will be described in greater
detail with reference to the preferred embodiments. However, it

is understood that the device and associated method of the
invention are applicable for the preparation of cytology slides
for any cellulaxr or tissue samples, preferably clinical cellular
samples, known in the art.

Referring now to Fig. 1A, in one embodiment of the
invention, & kit 100 for facilitating the preparation of
cellular samples inélﬁdes a device 10 comprising a front cover
12, a rear cover 16, zand a spine 24 connecting the front and
rear covers 12, 16. The spine 24 spaces the front cover 12 and
+he back cover 16 when folded in the closed position and creztes
a2 book-like foxrm, wherein the inside 14 of the front cover 12
and the inside 18 of the back cover 16 face and contact against

each other. 1In an alternative embodiment illustrated in Fig.



12, a rear cover 16, and a spine 24 connecting the front and rear COX@%§15
12, 16. The spine 24 spaces the front cover 12 and the back cover s H
folded in the closed position and creates a book-like form wherein the
inside._14 of th 0 var t st depd8 ol themdack: eovertnd
face ahd c“g‘lﬁ a*cfoxg%alg%\s’t%(} g'ézchjd%c?tsﬁgﬁt Fﬁeé&@n gl ternative enbodi ment
illustrated in Fig, 9 10 AUG 1A, the -Eront cover 12 does not need to be
the s&fE)siTRYS ?ﬁe back cover 16. The covers 12, 16 and spi ne 24 may be
made of a single piece of -flexible material. Such f eg%ple nateqLaI can
include fdfhexanpess dandbdarandrsivie 41 eRpll &S Maas tH Whiten=a
control l ed pressure may be applied to the outside covers 12, 16 w thout
punct uysi dige 06 £ CEaBKiRG of heatoavies 5. Thechraf erablshoud BTt aBBotBCLREE
sanple or solution applied to the filter-22 and absorbent material 20

(described.in nece detailobehon) Jhre mpéxepial whadicalse briskl ected to

enabl e varrous users, such as, for exanple, lab technicians and doctors,
to appl consi stent or_control]ed n p Qver 16
squeez??\;"@tfﬁgi§ I.Btrieosrf’,urrees%ﬂ’i%% ‘?‘ﬁﬂs)%??l gfgerké]?m‘?soir% oﬁsgf@%t he
mor phol ogy of the sanple by the exertion of too nuchT gre§§g
Al t er nét EReby, PURETHNATS 9D ERACKE ARbBSf FOWST 1 nfl &Xi BT
inflexible material can include, for exanple, .

not absorb the sample or solution applied to the filter 22 and

gfgen%tle rsll'lzcajll'l.l %u ch
absorbent material 20 (described in moré detail below). The
material should also be selected to enable various users, such
as, for example, lab technicians and doctoxrs, to apply
consistent or controlled amount of pressure to prevent over
squeezing the solution, resulting in spillage or distortion of
the morphology of the sample by the exertion of too much
pressure:

Alternatively, the device 10 can be made from an inflexible
material. Such inflexible material can include, for example,
wood, wood-derived materials, metals or inflexible plastics.
When iﬁflexible materials are used for the front and back
covers, it may be preferableltq use one or more hinges to
connect the front and back covers. In the embodiment
illustrated in Figs. 2A and 2B, a hinge 30 connects the front
cover 12 and back cover 16. The hinge 30 is constructed so that

the front cover 12 and back cover 16 face and contact each other
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wood, wood-derived materials, nmetals or inflexible plastics. Wen H%AUGZNﬁ
inflexible materials are used for the front and back covers, it may be
preferable to use one or nore hinges to connect the front and back covers.

In the enbodinment illustrated in Figs. 2A and.2B, a himnge 30 comectis,the
front wreoverhd2band Back @@vém.ﬂ?e'ﬂﬁ??ﬁ%gﬁo§6%?Sn60ngpfué§ééﬁ§o that the

front cover 12 and back cover 16 face and contact.each_o%g_r 19 AQ%%%OOS
when the booksfapmel,s donttirm el oged positi 6RLThE i fge’ e e
single, continuous piece -1.2 (Fig. 2A) or,; alternatively, a nunber of

flexible \?rbiegt el qakd,ng 1Ri eses: e £ FbaxiRB) pikreh G4 1B1g heRlevice is
shown § i''tha open position. Front cover 12 is flipped open, exposing an

absorbent materj.al 0 and a,f. ry 22sabtached e tdigerd nsd«tet ddnof the
first cover 1319 él'dgﬂl ?é%%§§ol§h8mn mounted to the inside 18 of the

back cover 16 of the device 10. The absarbent. teri d.sc hygdeephihic in
nat ur efxrént mmwﬁnnﬂ%ﬂ%st%%l%Bgﬁr%BﬁP'nﬁf@??&ﬁgrgﬁgﬁg%? ent to both water

and al cohol - based solutions and is preferably upiformin .ts.. o] y.
The abgor bedt anefiriet 22 pregenad §0i 5Ot Jaed 0% Hbl s%h%sf%ngtt’)%t égr%ggct

wi th the al cohol solution or conponents of the cellular_sangle. Thﬁ
absor bept mat efiade H0eferabby phswessesindteabite tihorbperfe BeRibifg the

fini shed
back cover 16 of the device 10.

The absorbent material 20 is hydrophilic in nature. In
particular, the absorbent material is absorbent to both weter
and alcohol-based éolutions and is preferably uniform in its
absorbency. The absorbent material is preferably inert and
stable so as not to react with the alcohol solution or
components of the cellular sample. The absorbent material
preferably possesses stability properties enabling the finished
device to be stored for several years. Standarxd filter papers
or bletiing papers may be used as an absorbent material. For
example, one suitable absorbent material is that sold by Bio-
Rad® (Hercules, Celifornia) called Abscorbent Filter Paper (Extra
Thick) consisting of 100% cotton fiber. Alternatively, the
absorbent material can be 100% double-sided, twill-pattern woven
cotton (e.g. Wipers Natural; TX306 made by TexWipe® Company), oOr
bolyvinyl acetal foam (HydroSponge“ﬁ TX5390 made by Tex Wipe®

Company), Gelmzn’s® Absorbent Pad, Cellulose Fiber Filtexr Pad,
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device to be stored for several years. Standard filter papers or ﬂL%PGmmg
papers may be used as an absorbent material. Foy exanple, one sui e
absorbent material is that sold by Bio- Rad(D (Hercules, California) called
absorbeatmBin‘ts® Ehpes UExtrod iBHe chkilconsi sthagmah’ $E0%dGtWIES i Eper
Alternatively, the absorbent material can be 100% doubl e-si ded,

twi || 7pakti@fd WM RPan GOl el thadi Per svdaf ural ; + TX3emaraced b Jexyd pe®O
Conmpany), or polyvinyl acétal foam (HydroSpongetm TX5390 made by Tex

W pe@ .Co : | " : I YN — 1 1&ad, - |
L0 R0 Y R rar's (1) s e N5t oE T Br ot FPEer £ Rt e )
cel l ul ose paper, _TexW Conp . (U diLe Ri - NJ)_trad ked
O oSSRty pres el o Corpany. (BREL oPofidhe 1 Yan, N pagademrked
pol yester, Denville(r) Scientific Hyblot Mater, MIlipore(r)  cellulose

absor beritl \anise orbay betrte rpadbs ov bedny mat Beirak b0 roesyiirkek ¢ bha bf Chat eri al s
known in the art. The absorbent naterial 20 adheres to the inside 14 of the

front -cowerndes by, off0maxard Bs - kaswadhasike atwt.alternatively, by a heat
spot weld. It should be understood that the adhesive is selected so as not

Lo interferg,ui LBLH MHORRILLES, 0T pbhEapRbear hente@ligrd e 28 BENEHENEd

above. One such suitable esive I's gel cyanoacrylate sold by Loctite

uner Al EBJEER Last e 451Rn AL Snatiuslye U adfestiE.sam1ge o
by & heat spot weld. It should be understood that the adhesive
is selected so as not to interfere with the properties of the
absorbent material, as mentioned above. One such suitable
adhesive is gel cyanoacrylate sold by Loctite under thg
trademark Loctite 4541®. Alternatively, the adhesive can be hot
melt or acrylic or synthetic rubber based adhesives or any
adhesive known in the art.

The. filter 22 overlays the absorbent material 20. Any
filter known in the art can be used. The filter 22 is
preferably a polycarbonate film containing abproximately 3 to 8
micrometer pores. The pore sizes can be varied to enable the
filter to capture the desired cells on the surface of the filter
while allowing the debris to pass through to the absorbent

material 20. The filter should also be inert, stable, and

alcohol resistant. Alternatively, the filter can be nylon,
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adhesive known in the art. The. filter 22 overlays the absorbent rmap‘\ﬁrmﬁﬂ
20. Any filter known in the art can be used. The filter 22 is preferably
a polycarbonate filmcontaining approximately 3 to 8 mcronmeter pores. The

pore sizes can be varied to enahle t 1Jddd L1 Qo caph Vi enkherdasiyred cells
on thée§dﬂ4'éb%eofp?ﬂ}éeﬁglsfer%eﬁﬂ%é E'ﬁ‘dv& ng the debris to pass through to
t he absorbent nmaterial 20. The filter should also be inert, stable, and

al cohoftIreasi &t hner Meterdati VaISrD e ¥1% & can be nylon, -12 10 AUG 2005
cellul ose, polyester, teflon, polytetrafluorethyl ene or gnyY ot hcer filter
material knownzbRekhe@ecarto aAr adhasieef 1btaxt aéhtPhENEi BPEPTPEM D t he

absorbent material 20 is selected so as not to interfere with the sanple
pl ace ,—p{g{%glfizlot el 2Q1 Ravaxtex Lhembcats LbderEMukaysits) thes |98 R ghe
sui t abl e adhesives fox attaching the filter 22 to the absorbent material
20, such as, for.examl-g ..Sstafch pdextfen, chkatiexlandtenseiMalaysia)

Al t er i ?Qﬁﬁy?nt geagﬁég?%% %%h be ethylene vinyl acetate and pol yvinyl .
acetate enul sion adhesive for. |amnation I Lhgy 22 tand 2heco the
absor 5t 1 fraf efealsud- 2R 1f %‘?}h%?l%ﬁ%o%#%eﬁ?é?tc?ﬁgfgf iTter 22 can be held in
proximty to the absorbent material 20_by rrech%ﬁi cal neans, sieh gs, for
exanplansoabeinm ofeiszisa} 2o ABFH Bhe O&r FFFEG fiTT%E 22 Onito the
absorbent material 20 disk.

latex and casein. Alternatively, the adhesive can be ethylene
vinyl acetate and polyvinyl acetate emulsion adhesive for
1aminétion of the filter 22 and the absorbent material 20. In
other embodiments, the filter 22 can be held in proximity to the
zbsorbent material 20 by mechanical means, such &as, for exemple,
2 rim of plastic to hold the overlepping filter 22 onto the
absoxrbent material 20 disk.

The slide 40 is a standard slide, made of either glass Or
plastic, commonly used in cytology. In the embodiment of Fig.
1A, the slide 40 is mounted to the inside 18 of the back cover
16 in such a way that ensbles the slide 40 to be easily removed.
In the embodiment of Fig. 1B, the slide 40 is mounted to the
inside 18 of the back cover 18 by a piece of adhesive or tape
42. However, any commeonly known method known in the art that
accomplishes this goal can be used to mount the slide. For
example, the slide 40 can pe press-fit into a cutout portion 44

of the inside 18 of the back cover 16, held by Velcro® strap, Or
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" The slide 40 is a standard slide, made of either glass or | asti B
commonly used in cytology. In the enbodi nent of F?g | A tﬁe sligglﬁgsyf
nmounted to the inside 18 of the back cover . ch a_way t e
t he splaeed0inoabeaisit v ehdyrgd antf‘ﬁelélrﬂ}&ﬁ t ‘oftP—’ % thne sI i de
40 is nounted to the inside 18 of the back cover 18 by a plece of adhesive
or tape (#2g.Hawewss,fanyl commniymknedn ofetticd Sdioih Xﬁ% the art that
acconpllshes this goal can be used to nmount the slide. For exanple, the

slide 40 can he nne éxhﬂ%odiﬂtr\@n@ cyheuti eardd are 44f ohet be ciknsicde 18l of
th
back cover ?% qﬁﬂ{déiy Vel cro(r) strap, or -13 A 0 AUG 2005 placed in a ©

pocket 46 forned in the inside h a \Y; t
faC|IFP§S 9of %ﬁ%ei??ae%%o% N g%%%ﬁ%?gpﬁggd%ggﬁgh%tﬁﬁélﬁ%%ﬁ?l8 of
t he back cover 16 includes finger, re ses 8. to f ndidd t he
sl i de404@wWutofofthpebBakkCeBFEr @Pﬁg 2%%5 ?%g Cfi ng eirecé%seégg
shoul d be positioned away fromthe preparatlon area to avoid contam pnation
of thest ransflet riee pasptéonghe aategoriyam ﬁﬁﬁeﬁ?%PaEGt%Pth+ﬁ§eﬁ?d%ﬁ%ﬂg
filter 22 are positioned on the inside 14 of the front cover 12 of the

book- ddrkesrfiavi €€oh0og0thhat reharfdhe dosknplée device 10 is closed, the
filter 22 contacts a central |ocation on the slide 40. In another

enbodi nent, e
ol aced in 78 LbLUShERLeH kR AL 2 @nh 4Ehe bbeaabear Rl tan! 2] akei s

positioned on the inside 14 of the front cover 12 of the book-
like device 10 so that when the book-like device 10 is closed,
the filter 22 contacts a central location on the slide 40.

In another embodiment, as illustrated in Fig. 42 and 4B,
the absorbent material is placed in a2 recess or shallow well 36
formed in the insﬁde 14 of the front cover 12 so that the upper
portion of the absorbent material 20 having fhe overlaying
filter 22 (as will be described in more detail below) extends
above the inside surface 14 of the front cover 12. This recess
or shallow well 36 provides the added benefit of holding any
excess solution that escapés £rom the bottom of the absorbent
material 20. 1In yet another embodiment, the absorbent material
20 is held in place on thg inside 14 of the front cover 12 by a
plurality of supports 50, as illustrated in Fig. 5.

When the book-form is closed, the inside 14 of the front

cover 12 and the inside 16 of the back cover 10 contact each
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formed in the inside 14 of the front cover 12 so that the upper potl 'Ndﬁ12“85
t he absorbent nmaterial 20 having the overlaying filter 22 (as wll be

described in nore detail bel ow) extends ove_the i nsi urfrace .14 of the
front oteer. 1Zn This erbegdimesE éﬁaWPdﬁhmaie:ﬂ?&ﬁ%v?%esf?ﬂegadgﬁg benef it
of holding any excess solution that escapes fromthe botgon1of .t he
absor bentor e hate 20211 B0yendaioler EPbch bt , 2PREEab86r B&SE Srat eri al
20 is held in place on the inside 14 of the front cover 12 by a pIurallty

of sug%%rft S0 ;[ L usterated dovel 0.2 5.t Mea 1henbookeflotm i edito$dd, the
i nsi dé c% t'he ront cover 12 and the inside 16 of the back cover 10

contact,  each -14 [ AUG 2005 i d hezgpbediperhel BlWdec O Nerarpper
portl@QQﬁt%%% aBé%P q%ﬁf%£|§&?ﬁ){hm L?"ﬁ%br 22 extend above the

inide surface 14 of the front cover n e £xentian

addi t itdveal £ pEeesURE  t ¥RFRAdTRPIHe %%W ? Sghés ?Ingg) %gtrgcr om tlhe f| | ter
22, when the back cover 10 cones into contact Mﬁtg Eﬁﬁ &b pwg{
sl i de #fbnt whbekrcad .be THausH ide & he WRhShd62EB 6 & cover 16 Wil l

conpress the absorbent material 20 and filter 22, thus transferrlng t he

sanpl e £ 9; fhe15litde HD badi-Sovét Us6 rat B EATPEESS3 TR ERFTERU0 nay

optionally include a mechanical fastening --means 60 to |ock together and

mei nt aj 1, Lhe_gontact, Of £ i heed Nsh dersus f aeenster ridfthidhesdmphe to the
slide 40.

As illustrated in Fig. 3, the kit 100 may optionally
include a mechanical fastening means 60 to lock together and
maintain the contact of the inside surfaces 14, 18 gf the front
and back covers 12, 16, respectively, when the book-form device
10 is closed. Any mechanical fastening means known in the art,
such as Velcro®, tape, clasps, snaps, ©Or the 1like, can be used.
When the book-form device 10 is closed, causing the filter 22 to
contact the slide 40, the esppropriate amount of controlled
pressure may be zpplied by fastening the fastening means 60. In
an embodiment including a clasp or snap f;stening means 60, an
aundible sneap is preferably heard when the fastening means 1is
fzstened. This zudible snap informs the user that a controlled

amount of pressure is being applied to transfer the sample fxrom

the filter 22 to the slide 40.
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and back covers 12, 16, respectively, when the book-form device 10 hﬁ 005
cl osed. Any nechani cal fastening neans ﬁnfmp in £9§h@£tb Sugh.as Ve AW%Z
tape, clagpseldndist BRTPAE RiSk&RY e 2 UsRH. “TWhen the Hook- f or m

device 10 is closed, causing the filter 22 to contact the slide 40, the
appr ephilaicx exhofiindm 0 eohtjeolt! €br prles sErEPARGSheLafprrEd VP fHst eni ng t he
fastening neans '00. In an enbodinent including a clasp or snap fastening

neanaig%ndﬁ}néyugg%ﬁoﬁn@pmﬁbﬁﬂ%ﬁﬁN§mkyaheardhmhemsthepa&ﬁawﬁﬁgbﬁéaﬁs is
fastened. This audible snap informs the user that a controlled anount of

Dressue J.subei 10 anpLied d 9 dsansigastie samphe stigmed bard i dbesiaddio the

- sanple 1s any cellular or tissue specinen
collected froma subject_for the purppses screen| or - 2005
di agfesi e hEonkEy ORhGE iGFET e arfgetﬁgngs%€a§§5%§5ﬁ %é&é%fasuspended
in a liquid-based nedium Such sangles are obtai.ned, . for_gx nmple, fromthe
cervisgdirhentout hyopht mois . #FaelagdPments 9 Fodfess = esophagus,
bronchial, breast (i.e. nipple discharge), skin_|esions, thyroid, .blood
and diisFppéi ueschassws bidpsi eseshotlie phegedid i MAaRd and tAeSkPPTE0E i s
used to prepare a cytology slide with a nono-di spersed cell sanple. In the
broaqgfsgégegggpgﬁekhe invention, there is no limtation on the collection
[

and handl i ng of "sanpl es as 1ong as consistency is

In the present invention, +the kit 100 is used to prepzare a
cytology'slide with a mono—dispersed cell sample. In the
broader aspects of the invention, there is no limitation on the
collection and handling of samples as long as consistency is
maintained. The cell or tissue sample is obtained by methods
known in the art, such as, biopsies, surgical resections,
standard bodily fluid cpllection techniques or the like.

in an embodiment in which the cellular sample -is a cervic;l
smear, the sample is taken from the cexrvix. The present
invention employs standard techniques for collecting cervical
cells; for example, it generally involves the insertion of a
cervical brush or broom device and the taking of cells from the
surface of the cervix and the endocerviz.

The cellular sample is preferably placed in any ligquid-

based cytology medium used and known in the art. One example of

such a cytology medium is known as a Universal Collection Medium
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mai nt ai ned. The cell or tissue sanple is obtained by nethods kncwnNiGnluﬁshe
art, such as, biopsies, surgical. resections, standard bodily fl

col l ection techniques or the like. In an enbodi nent in which the cellular
sanple is a cervical snear, the sanple is taken fromthe cervix. The
presengucymvg@amnbf@@ﬁ@ysOspandaadth@@bﬁ@é@esNﬁﬁr(HﬂWeﬁﬁi%gcté}vical
cells; for exanple, 1t generally involves the insertion of a cervical

br ush 9L+ gé%%%q?é%&@i@ﬂdwﬁh@ht 2@ rafe celdt faedrh terplsel pareads t he
cervi x and thé endocervix. The cellular sanple is preferably placed in any

liquid- based cytol ogy medium.used and .n | &rg.ifne exaiplkempfle
Sugh a°§§98ﬁ6§y%ﬁhﬁT%¥FF§ Eﬁofo§ %qéﬁ}f@“%@%érbﬁéﬁh i ip

wn - as ni versal Col I'ecti on Medium - 16 10

AUG 1005 (UcM from'Di gene Corp. i thersbur g, ) M | 1€eldatient
col | ecspoit heddirigd WhP&R Eﬁé@é’rsv&d(”oeg?% 't‘éﬂl"?f%r% ol%ﬁ?/ and!ﬁggl I ul‘gr e

bi onol ecul es for quantitative analysis in a cell sanple  so_that i ple
assaySS@ﬁ@lkze.%ar@ﬁ}e@lromiqﬁidnbasgﬁn@)@%ﬁqyemed:@a%%_l%e dﬁﬁ‘é?' ki B

| i qui d-based cytol ogy nedia can be used, such as PreservCyt(r)"fr Cytyc,
Inc. . pBedwratghe Fhbrand G oRih( r)Bereservabi VEAFI aRg Frygﬁ—)ip'ﬁr‘%‘%]t h

Inc. (Burlington, N.C.)- One preferred nethod places the cellular sanple in

1 ml lﬂgg&gfvgfaiug\/lmh is SQbytteOpashi hencsuspendédgtion nikithg. - M xi ng
can be conveni ently achieved, for exanple by vortexing the solution for

apprOXinatelgnéiégeteéf%%sﬁé%“gﬁ'places the cellular sample in 1

milliliter of UCM. This solution is then suspended, by mixing.
Mixing can be conveniently achieved, for examplé by vortexing
the solution for approximately five to ten seconds.

After suspending the cells, & sample is removed carefully,
usually with a pipette, and placed on the filter 22. 1f one
milliliter of UCM is used, it may be preferable to use an
zliquot of approximately 200 microliters from the solution.
This sample is then applied to the surface of the filter 22.
One skilled in the art understands that other liguid media may
be used and the sample may be suspended in varying amounts of
such media. The solution and other debris pass through the
filter 22 to the absorbent material 20 while the cells are
captured on the surface of the filter 22. The book-1like device
10 is then closed so that the filter 22 contacts the slide 40
for about 15 seconds while a moderate pressure, created when the

covers are closed and locked together, is applied to the front

-17-



After suspending the cells, a sanple is renoved carefully, wusual ie/mzm,a
pi pette, and placed on the filter 22. If one mlliliter of UCMI , 0t
may be preferable to use an aliquot of approximtely 200 mcroliters from
t he sehdt ek Wowesanple L§,t hespapplived to tTee stetace of Msedilter 22.

One skilled in the art understands that other liquid nmedia may be used and

the Séﬁ@ﬁé@»«:ﬂﬁﬁw@eﬂge@obo REWN® AprEEsupé tsuchenediiale Hred sol ution
and ot her debris pass through the filter 22 to the absorbent material 20

whil e cells e r r { fi I .
book-?#%§1%§§}6%g£lﬁpﬁgﬂﬁﬂegggﬁ%§% éggﬂﬂ%%q% eOT?§¥er%§lg%%¥§§?§jF%e
slide 40 for about 15 seconds while a noderate pressure, created when the
cover §23&% cl osed and | ocked together, is applied to the front -17 10 AUG
1005 and back covers 12, 16, respectively. The device or user applies from
200 to 1000The apsessupeesppiéedo thdhy | ¢rvars 13pedPmid 3Gt St i thn
transfer of the. cytology specinen to the slide. The pressure applied to

t he ceearis l2apibredansf ene tHa texelds captieedlbyet HO.fi IAfdre22the t he
slide 40. After the pressure is applied, the slide 40 can be renoved from

the begk dikee devi 6gr312 cand fHexed gl $6 akagdbin rehieviealtf fiem NEH@ ook A
order "'to optinmally preserve the cell detail and maintain the norphol ogic

Chara%ﬂfﬁéséé$§Cewﬁ5th%‘%fﬁéHtAAHL5{§§n88|hﬁ the routine manner.

In order to optimally preserve the cell detail and maintain
the morphologic characteristics, without distortion, the cells
are preferably wet-fixed before any air drying occurs.

Conventional methods known in the art can be used for
fixing, staining and analyzing the sample. The following
provides a general outline of such conventional techniques but
should not be construed to limit the applicability Qf the
invention to the alternative cytology preparation techniques
known in the art;

Most laboratories use a 95 percent gthanol solution for
most routine preparations that reguire fixations. However,
other fixatives known in the art can be used. Most of these
fixatives are composed of polyethylene glycol in an alcohol base
and are applied either from a dxopper bottle or in spray foxm.

Coating fixatives are also widely used for cervical smears.
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are preferably wet-fixed before any air drying occurs. Conventi onal @qm@gmg
known in the art can be used for fixing, staining and anal yzing th&
sanple. The following provides a general outline of such conventi onal
techni ques but should not be construed to limt the appli i ity Qf-tdhe

i nventi9asé o rt ke tdktear natiae Tyt ob @by pr ePaf at' F oM FgéﬁﬁgguggghLﬁ%Mn in the
art. Most |aboratories use a 95 percent ethanol solution for nobst routine
preparafiens thatJequire fixations. However, other fixatives known in the
art can be used. Lost of these fixatives are conposed of pol yet hyl ene
glycol in an alcohol bﬁg? oandare 2pR! ke cebkher nfatem e droppes le or
in spray forf® iﬂxﬁ?%@” i Xati'ves~are al so widely used for cervical snears.
-18 10 AUG 2005 These fixatives cover the _samlg iy awexy coatbogkthake
protectbeiQ¢H%cﬁﬁ%%%%gﬁ?ﬁéhBogdvgﬁtgﬁg %ﬁ usi ng Pﬂe absorbent material 22
is that the cell sanple will not dry. out as.qui.ckly,;, Whep,thenboekmpi ke
devicedb@ﬂcec1®séﬂ,Clhéeébsébﬁemb%%ﬁ%?ﬁa@?f?ﬁ&é%x?%he g%nple noi st as
it is transferred to the slide since a liquid:based solutjgnsig_ysgd and
the absgyihant=gnierial t2@nisEeralad it ABses LRy sTEAFe p"f‘o%gh??? £6 the

speci nen. The device 10 maintains a "noist" or fhunid",en%iganqen%l%% t hat
t he cegdid¥qbgeispﬁ§é@r%©@iﬂhdf&bzﬁnﬁ&ﬁi]mﬁﬁﬁﬁ¥ﬁ% #Pxt+Ag Fof ap o 0]

m nut es | | J ’
physical proximity to the specimen. The device 10 maintains

“moist” or “humid” environment so that the cells can be

preserved in the device 10 before fixing for up to 30 minutes

. . 0,
following application on the slide 40. Once on the slide 4

the cell sample should be preserved as mentioned zbove.

After the cells are transferred to the slide and the cells

are fixed, the cellular sample is generally stained. STalning

i g and
may be reguired to retain the transparency of the cells &

display variations of cellular maturity and metabolic activity.

i in the art can be used.® The
Any stain or staining method known 1n a

i ti i apanicolaou
universal stein for cytological preparaclons is the Pep

stain. Alternatively, any stain known in the art, such as

i ] i ins or
Hematonylin and Eosin stain or special chemical stal

' i idi i e used.
immunochemical stains, oX in-situ hybridization can b

Once any staining technique has been completed, the slide

may be mounted in a suitable medium satisfactory for microscopy.

There are many commercially available mountants that can be used
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foll ow ng application on the slide 40. Once on the slide 40, the[F$Usz5
sanpl e shoul d be preserved as nentioned above. After the cells arL
transferred to the slide and the cells are fixed, the cellular sanple is

general Ly stained. L, ¥ becrequjeed wUrelaits theoteansparency of
t he cgpfg and w%ﬁ%pﬁggh@gP?%t?Ens of cellul ar maturity and netabolic

activity. _ Any stajn or_ stai,ning netho Q i ; beqused. 6 The
univeFé@Pl§tg?ﬁ”?6LJ%§t%T%g?€QF86r35§rgp?gﬁépfgn?%%?ﬁgggﬁggglaou st ai n.
Alternatively, any stain known in the art, such as _Hematonylin and Eosin
st ai ndoscspeci alr chevseal Liegi A¥TePY ilmrT&@a%‘i‘ﬁ%a‘Pl%%r ns, or in-situ
hybri di zati on can be used. Once any staining techni que has been conpl et ed,
the slide Mﬂ@bagxguumtﬁdyinhansbkt@BH@aﬁﬂﬁWﬁﬁsﬁhﬁsﬁé@Pé?y for m croscopy.
There are many conmercially avail able nountants that can be used -]9 10 AUG

1005 ¢ I, }é(‘.ﬁ{ kKnow, Lpikhenanty Pwese senhéastisupiogeet tie sahpse
fron183§%&§ﬁdgbana e and shoard harden rapidly and not discolor or

tallize during |ong- st ' t ke o |
N Lgss;;d;p;_eu%%geg?gggi.ggr LSRG ) GOV EEShERnUBY S e e plasshover

. S tur y been achieved using a thin
0 2% i o ol TR P SERLALOLS U o e
O e A bt 0 SUETSY  Phe TROGHTLAY 19 (& Govdzally.

Referring now to Fig. 7, in another embodiment of the
invention, a kit 200 for facilitating the preparation of a
plurality of cellular samples includes a cover 210, a base 230
and at least one hinge 205 for closing cover 210 over base 230
to create a book-like form.

The cover 210 and base 230 may be made of a single piece of
flexible material. Such flexible material can include, for
example, cardboard or some flexible plastics to which a
controlled pressure may be applied to the outside surface of the
cover without puncturing or cracking the cover. The material
should not absorb the sample or solution applied to the filters
and absorbent material, as described in mére detail above. The
material should also be selected to enable various users, such

as, for example, lab technicians and doctors, to apply

" consistent or controlled pressure to prevent over squeezing the



invention, a kit 200 for facilitating the preparation of a plural'ﬁyﬁ 5
cel lul ar sanples includes a cover 210, a base 230 and at |east on r%\” @
205 for closing cover 210 over base 230 to create a book-like form The

cover 210 and base 230 may be made of a si ngl e piece of- flexible,gpéeyial .

Such fdceibienpatesivalt igeh JiThcRidet23%r°r eRanplé *car dboard or sone

flexible plastics to which a controlled pressure nay be applied to the
out si der supfacenpiid hey woyeszeithoutopuhePurieg G S<THEKT ng the cover. The
material should not absorb the sanple or solution applied to the filters

and absor beﬂ%t%ﬂﬂel as deseri bed sndnbeeedetHl lcabove. maRe fxaTeflal
shoul d al so 'be sel ected bto enabl e various users, such as, for exanple, lab

t echni ci ans_and doctors, to a ;GPNsishart nt oY otdedipréssar eipd
pr even’rnggﬁ?‘l 3&&?1@1%%%' - ng?xo*g\UG 2005 solution, resulting in spillage"

or distortion of; the norphalo of the. I ibesexentneridfiet 00 nmuch
pressu@éampAletlerW%@¢ve‘f“??gé89§g¥7§f0m3%§?6%§(?2 69%%n be made from an

inflexible material. Such inflexible material .can ing|ud 5 5 18X €,
wood, phedtders vedlnmabeei ghbodiEeats &9 ﬁﬁ:‘egg‘%l%k %*%sﬁagfg%llan one

enbodi ment, the weight of the material used for the _cover ro@rdﬂescfeer}ough
pressurgrt @ 1af fe6veyebyoviaerst emoudhe PYERAE ¢ r bfh EhESbSIFbent "mat er 1 al
and filter onto the cytology slide. In experinenting with the a[ﬁ)ropriate
wei ght 1,0 sample from the absorbent material and filter onto the

cytology slide. In experimenting with the appropriate weight to
be applied to effectively transfer the sample, over one hundred
slides were prepared using the method discussed above and
weights up to 1200 grams were applied to the cover 210. The
slides were then fixed, stained and evaluated. Based on the
morphological evaluation, it was determined that the cell
morphology wes altered, ée.g. the nuclel were slightly enlarged,
when weights close to 1200 grams were used. It was also
determined that the used of weights of lesé than 300 grams did
not effectively trensfer the samples from the absorbent material
and filter to the slides. |

In zn alternative embodiment, clamps can be used to close
cover 210 and base 230 so that the samples may.be effectively
transferxed.

The cover 210 supports a strip 212 holding 2 plurality of

pieces of absorbent material 20 and a filter strip 22 overlaying

-21-



be applied to effectively transfer the sanple, over one hundred ihyggqmg
were prepared using the nethod di scussed above and weights up to
grans were applied to the cover 210. The slides were then fixed, stained

and eval uat ed., Based on th rph giLeal lLuat. A4 S t er i
t hat $9-ORB pmﬁ%ﬁnﬁiﬁsfgrte?ég,5§§S?E¥ﬁ§:%%E él%&ﬁ%@s??ghﬁﬁgk%gd
enl arged, when weights close to 1200 crans were used. |t was_al so

det er2d rede thaget ﬁé%é&iﬁ%fsﬁ@?gﬁﬁ%ﬁaﬂé‘sglﬁ%}?% PR di & not
effectively transfer the sanples fromthe absorbent material and filter to
the sllitesnats ambaldiewerat s vesepbodiredt, ]l telrmmocmependsed to ER6Se

cover 210 and base 230 so that the sanples nmay be effectively transferred.

The GOVEL:240 SURRAen® Mbtbp:2122hohdilng by Mhe adtityp ofl2pbeces of
absorbent material 20" and a filter strip 22 overlaying -21 10 AUG 2005 the

absor bent ri.al, 20 sgKb I Al foEt e nmade
from% éeggﬁégﬁﬁé’r’i al Sggﬁgggsggd%%g\%ﬁldg aaﬁ?%ﬁgﬁ ebgrr%%gicﬁe%nt S,

separate filters corrESfogﬂing tgleach pi ece of absorbent material 20 held
by t HFPSPFPEN312%eT 2%t t 6PnSFFVERy US8% i I ter 22 overlaying a nunber of

pi eces of absorbent material 20 can be usedu_The,uEEeg 8rtionégf the
absor bent fheetiRHeRPARBLPN Pér the eBGVRETD R F A og s@Pfade ¢St rip
212 so that when cover

22 extend above the top surface of strip 212 so that when cover
210 is closed over base 230, the samples applied to the
absorbent material 20 and filter 22 are effectively transferred
to the corresponding slides 40 held by slide carrier 232.

The strip 212 holding absorbent material 20 and filtexr 22
is supported by cover 210 in a channel 214 formed in the inside
surface 216 of the cover 210. 1In one embodiment, strip 212 is
press fit into the channel 214. In another embodiment, strip 212
includes feet 220 projecting from the bottom side of strip 212
which are press fit into recesses 222 formed in the bottom
surface 213 of chénnel 214. The feet 220 also sexrve to stabilize
and position strip 212 in relation to cover 210 and keep the
strip 212 from sliding out of the channel 210. In another
embodiment, strip 212 can be slid into and resiliently held by
channel 214.

The strip 212 can also include positioning members 226

projecting from the sides of strip 212. Positioning members 226
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210 is closed over base 230, the sanples applied to the absorbentinﬁkg@mpl
20 and filter 22 are effectively transferred to the correspondindds S

40 held by slide carrier 232. The strip 212 hol ding absorbent material 20

and filter 22 is supported by cover 210 in. a channel, 214 f KN ~the
i nsi desrsurtaedvath lnf 1deesover2210fOFHeBnéRehbSdeest, O&t %rh%%g’flzl izs}th
press fit into the. channel 214. In another enbodiment, strip 212 .includes
feet 220 prej.ee itk romipe2bdt tenpsbderot @@ﬁﬂﬁlQE?d\Mﬂ(9?%ﬂ%§brésg fit
into recesses 222 fornmed in the bottom surface 213 of channel 214. The

feet 220 al $Q Serye,119-5t ahitbzes1and pesitinerest i 22 tiap relatdth 1o
cover 210 a?%ekeg%g%hee §trip 212 fromsliding out of the channel 210. In

anot her _ enbqdirent, stri an _he _shid ikt @ anc resindEintd yy hebyl by
channeft3# .%¥ﬁ£%%¥fiboﬁlgxééﬁl%nggiﬁ?l&dé positi oni ng menbers 226

projecting fromthe sides of strip. 212. Posi.tioni pegp I Sqed; 08214 13
AUG 200524r en®cei9bd- by [EcgBs¥e§ 557 I tiﬂga 5i ¢ e% of channel 214

to ensure that strip 212 is properly positioned in chanQeI 21%. g@e
absor best emaied i ab 26 hstadberied ard adfe g st RECBFI T T 212 by, for
exanpl e, an adhesive or, alternatively, by a heat spot weld. It_should be
under stead i@t t heraghesi,ves serselenddisvas ditesr Pt EFtdretiFth the
properties of the absorbent naterial, as nentioned above. Alternatively,
the adhesive can be hot melt or acrylic or synthetic rubber based
adhesives or any adhesive known in the art. The filter overlays
the adhesive pad in the same manner 23 discussed above.
The base 230 supports a slide caxrier 232 capable of
holding a plurality of slides 40. The number of slides 40 held
by slide carrier 232 corresponds to the number of pieces of
absorbent material 20 on strip 212 supported by cover 210.
The slide carrier 232 containing slides 40 is supported by
base 230 in a channel 234 formed in the top surface of base 230.
1n one embodiment, slide carrier 232 is press fit intq channel
234. In another embodiment, slide carrier 232 includes feet {(not
shown) projecting from the bottom side of slide carrier 232.
The feet are press fit into recesses 238 formed in the bottom
surface of channel 234. The slide carrier 232 can also include
positioning members, similar to positioning members 236 on strip

i i i 3 sure
212, projecting from the sides of slide carrier 232 to en .

C s . - 4
that slide carrier 232 is properly positioned in channel 234.
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adhesive can be hot nmelt or acrylic or synthetic rubber based adhg@mMggm@r
any adhesive known in the art. The filter overlays the adhesive pad'in the

same nmanner as di scussed abov The bhase 230 su rts.a_sli r¥4&er 232
capabl e ofTW%M%ﬁ%ﬁFeF?ﬁH%%?i§§2OFQﬁ' > fo.P ég%hﬁ%e?LqugFﬁﬁééhgo hel d
by slide carrier 232 corresponds to the nunber of pieces of absorbent

At er balpa2@ ter sty i plAIes sappBivediass dhert 2 eSSV BEIEHMT o1l 23%S
containing slides 40 is supported by base 230 in a channel 234 formed in
the top sy face-ofuhaser830kitl 1 0one enodieknind stldeedar r iyl X825 sdpress
fit into channel 234. I1r. another enbodinent, slide carrier 232 includes

feet (n.ot; s ); DY RE¢Gt Y h=9dhey Dot ionpsider 90, skinde toay réer £232.
The f gﬁ%ﬁ%;{¥%231$i§é?§té rgkggses 238 forned in the bottom surface of

channel 234, The, slide.carrier..232 ¢ I [ ude.. i tdon kS,
sinmla&?d cPIE)o‘:s{?-Y?' ﬁFﬁgzg\%nﬂgr 5?3%" ob?\f%}?r?kge g% gg%&eg%t itdnfg;rk%é]%emn?ﬁg si des
of slide carrier 232 to ensure that ide carrier 232is§§”§§€gé¥ b

posi t icoymelr¢ rPERRAKeF1234 09 o5 KiF 2005 ¥RESE| FE&ETT e Ynéfudes

a plurality slots 240 separated by ridges or dividers 242 for secyrely,
hol di ngrsvided t40feciplided antdre theskrtionoaps spBAYG ARl cHogedl 1R e
slide <carrier 232 is held in channel 234 in base 230, the top surface 244
of divjglerspor43iiigel lcustr it lR3he top surface of base 230 to

In an alternate embodiment, the slide carrier 232 can be
hingeably attached to base 230. In another embodiment, the
slides 40 are inserted into separate, individual slots formed in
the base 230 itself.

The method of applying or smearing a sample to any of the
absorbent materials 20 and filtér 22 and transferring the sample
to the slide 40 is identical to the method described zbove Ior
the book-like device 10. With the kit 200, one lab technician
or doctor can prepare multiple slides at the same time.

Once the samples are transferred and the slides are
prepared, the slides may be individually analyzed or stored in

slide carrier 232 for future analysis.

EXAMPLE: COMPARISON WITH CONVENTIONAL PAP SMEAR

A cervical sample was taken from a female patient and
. . . 7
placed in a one milliliter of Universal Collection Medium. An

aliquot of 200 microliters is removed from the solution and
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ensure proper closing of kit 200. Finger recesses 250 may be providﬁﬁigﬁﬁ
facilitate the insertion and renoval of the slides 40 fromslide th

232. In an alternate enbodi nent, the slide carrier 232 can be hingeably
attached to base 230. In another enbodinent, the_ slides ﬁq__rgmi serLed
into sepalate, tindihe duatfatotes foreediihert Ré Basé™30°T18et ¥, "The net hod
of applying or snearing a sanple to any of the absorbent materials_ 20 and
filter122 amng nansi-efsindatheceanpl east olohedsifiode 24P %% 1 H@RELYal°t 0 t he
met hod descri bed above for the book-1ike device 10. Wth the kit 200, one

| ab technician .or, doct LEPan el birphe eddules wist hppdare.ti Fbe
Once thgcgg%ﬁeﬁp%&% ?rgégfg?%gd and Fhe sliggé are prepared, the slides

may be individually analyzed or .stored.in sli Frh &b 232 1ok ridut tiee
anal ys?%?dﬁxﬂlﬁ%@!d%?ﬂﬁgmv Tﬁf&%\l\?&%ﬂ%ﬁﬁ%ﬁg\% Sdl\féE{AR A cervi cal
sanpl e was taken froma fenmal e patient and . pl aced in e Midddddoier, of
Uni ver salipds [wes i 5hx®di GRRINEA 2BC §dGCSSF Ji ?ﬁ%r%ﬁ?ggrgﬁsclsldr gr?%\%ed
fromthe solution and -24 10 AUG 2005 applied to the surface o épefwé ter
22 of e bostk-EbowsdetEcaorpDOLlPEY IsdolcadtiR afevF et 8 OPRER2HSS &Y for
approximately 15 seconds while a controll ed anount of pressure was
appl i eghetki8y Skl d8e4@reaerithamvieermved from t he book-form device 10 and

t he

Fig 6B was taken Irom archived routine Pap smears to show
the moxrphology, distribution of cells and staining of stored
samples fixed to slides for comparison. The morpho}ogy of the
cells prepared by the method of the present invention shows
better quality and more evenly distributed cells with less
interference from debris than the conventicnal Pep smear.

Table 1, below, shows a comparison of Pap slides from the
same patients made with the conventional Pap smear technique and

the UCM book-form device Pap slide technique. These results

demonstrate complete agreement between the two procedures.

Table 1. UCM vs. Conventional Pap*
Case ID° Conventional Pap UCH Mznual Pap
n WHL : WRL
2w - LSIL HSIL
wm WL WL
4w WNL WRL
5w WRL WKL
ew - WRL WNL
™ WKL WNL
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Case ConventionalI&uﬂl]ﬂJMu*%%_ikgLizﬁx>4il4
i L AW JLWAL SVARE WAL BHRKLWAL - 7 WARETARL

1

UCvhv s .

¥W%L¥%%E?MLSL;%BIL 11W4; ' 1 JL4

Con

ventional Yap-

15w

WNL

WKL

100% Agreement

Key:

WNL

- Within Normal Limits
LSIL - Low-grade Sgquamous Intraepithelial Lesions
HSIL - High-grade Squamous Intraepithelial Lesions
ASCUS - Atypical Sguamous Cells of Undetermined Significance

It will be apparent to those skilled in the art that

various modifications and variations can be made in the device

and method of the present invention without departing from the

spirit or scope of the invention.

Th

us,

it is intended that the

present invention embraces all such modifications and variations

within the spirit and scope of the appended claims.

All articles, patents or other references cited or referred

to herein are hereby incorporated herein in toto by reference.
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10 AUG 2005 BWANL' L W, OWAWALVWAL 10 VA" WALWAL 11IWANLWAL. 12 WANLWAL 2005
13WE NLWAL 24WANLVWAL 15WANLWL4L 100% Agreenent Key: WAL - Wthin I\M rﬁgp
Limts LSIL - Low grade Squanmous Intraepithelial Lesions HSIL -

Hi gh-gr ade
Squanous Intraepithelial Lesions ASCUS - Atypical Squampus Cells of
Undeterm ned Significance It wll bé‘_"ééé%if@nt to those skilled in the art
that wvarious nodifications and variations can be nade i.n the device and

nmet hod of the present i({)V[‘?”’}tiBPinY!st, heut; sdepandt bng FRemTerBNOXHEP t*"or scope
oL

of theSer%w¥nt FEATTHus, i's Intended that. the jnnesents iAyeninkosicgrbr aces
al | suchvhodi foyeat bmnscanenivari At96AsCT R H the spirit and scope of the

E.ipp'enqé 9C| \94"@'94'?" ﬂ)g .aﬂr,t Loﬁi@as,ispﬂimb&anedo}gq:f@ﬁnr@r éﬁé?fteél§eCi t ed or
LA rzzﬁﬁlﬁt OD:DherNeite:rL]searS el%Lbeéfsbe%slf:QcCPPR@pof:ﬁtdngQ.e“‘@éﬂnﬂnﬁlbg}t anbyspesfie¢ence. |
) ALK;Edequicy ;n cervicovaginal cytology: The College 9f Bmerican ﬁathi%Zfljzzz
interlaboratory comparison program experience”, Arch. Patf. Leb. Med. p
vol. 116, pgs. 003-907 which is incorporated herein by Ie¢efence. .
3 yan der Grzaf Y, Vooiis GP, Gaillard ¥LJ, Go DMDS, “Screen%ng errcri e,
cerviczl cytological screenings”, Acta Cytologice, 1887, vol. 31,cig;;ard; O;
Dehner LP, “Cervicovaginal cytology, false-negative results, and sta
practice”, Am. J. ciin. Pathol, 1993, vol. 98, pg?. £45-47; | e
Gey JD, Donaldson LD, Goetliner JR., “False negative resuleQijozG. ;nd
cytologic studies”, Acta Cytologica, 1985, vol. 29, p?s..l 43 “Fa;se—
Morell, WD, Taylor JR, Snydexr RN, 7iel HK, Saltz A, Wllllé S., o
negati%e cytology rates in patients in whom invasive cerviocal jﬁids .
subseguently developed”, Obstet. Gynecol., 1682, vol. 60, pgs. £47°%

i €.
re incorporzted herein by referenc

hm

Further informatiocn about the operstion and gfficiency of the ThiﬁPrzsi—zaq
method is set forth in Obstetrics & Gynecology, Vol. 96, No. 2, pps. o
in an article by Lee, Ashfag, Birdsong, Corkill, McIntosh‘énd Inhor;h.n—L—yEY
“Cemparison of Conventional Papanicolaou Smears and a Flulﬁ—iase?; b’l zyer
System for Cexrvical Cancer Screening” which is incorporsted herein OY

eference. -
:Further information zbout the ucyw is set forth in P?T Iéternatlona;
Application No. PCT/US§8/26342 (European paten% a;:>1:>11ca't-:fonFm;'x:l;ezanli.n -
68962066.1), filed on December 11, 19¢B by Rttile T. LOllnﬁL.a ° Ieferencej
for a Universezl Ccllection Medium which is incorporated hEléln y - -
¢ purther information about fixation &nd staining metéods a?o ma:?i;zli;:“The
is provided by the Hezlth Care Finzncing Administrationand set IO o
Tutorial of Cytology” by Wied, Keebler, Koss and Reagan (19981 ?zf. e
and in “Comprehensive Cytopathology" by Bibbe, (1891, pps. 882-892)
incorporated herein by reference.

T i in PCT International
7 purther information zbout the UCM 1s set forth

t i ion numberx
RAppliication No. PCT/US98/26342 (European patent application n
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References ines, David A. (MD.), "New Technologies in S awaya, GeﬂothpeZU% D
&G Cervical Cytology Screening: A Wrd O Caution", Obstetrics and

Gynecol ogy, 1999, Vol. 94, pg.1, which is incorporated herein by .

ref er A2 0CWavey DB edNpe|ss™MEE RosehSt BEKPVA T T deoTsic f@finﬁféﬂg%a%%d
speci men adequacy in _cervicovaginal cytology: The Col|ege of Arericap,

ot hOF6 &5 RELH (BT SRy TEonBar T i (Br AR St Perca o AT e <Rbs .
Lab. Ned. 1992, wvol. 116, pgs. 903-907 which is incorporated herein by
reference. 3 Gaillard HLJ, Go DI -1DS, "Screening errors in van der G aaf Y,
Vooijs @GP, 9~9-8; Acta Cytologica, 1o 987, vol. 31, pgs. cervical
cytol ogi cal screenings", Dehner LP, "cervicovagi nal cytol ogy,

fal se-negative results, and standards of practice", Am J. d.in. Pathol
1993, vol. 99, pgs. 45-97; "Fal se negative results in cervical Gay JD,
Donal dson LD, Goetliner JR, cytologic studies", Acta Cytol ogica, 1985,
vol . 29, pgs. 1043-1046; and Morell, ND, Taylor JR Snyder RN, Ziel HK,
Saltz A, WIlis S., "False- negative cytology rates in patients in whom

i nvasi ve cervi ocal cancer subsequently devel oped”, Cbstet. Gynecol., 1982,
vol . 60, pgs. 91-95 which are incorporated herein by reference. Further

i nformati on about the operation and efficiency of the ThinPrep(r) Vol. 90,
No. 2, pp s. 278-284 nethod is set forth in Cbstetrics s Gynecol ogy,
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in an article by Lee, Ashfaq, Birdsong, Corkill, MIntosh and |Inborn tit%ﬁg
" Conpari son of Conventional Papanicol aou Snears and a Fl ui d-Based, 10 AUG 0
Thi n- Layer System for Cervical Cancer Screening” which is incorporated
herein by reference. Further information about the UCMis set forth in PCT
International Application No. TCT/US98/2G342 (European patent application
nunber 98962066.1), filed on Decenber 11, 1998 by Attila T. Lorincz and
Yanlin Tang for a Universal Collection Mediumwhich is incorporated herein
by reference. 6 Further information about fixation and staining nethods
and mat€lim$s used n is provided by the Health Care Financing

Adm ni stration and set forth i0 583e Tutorial of Cytol ogy" by W ed,
Keebl er Wekdsdis: and Reagan (1998, pp, and in "Conprehensive Cytopathol ogy" by
Bi bbo, (1991, pps. 882-892) which are incorporated herein by reference.

" Fur t her, i nf graemice dor fakititating e fueddratonscyfobogylslites, PE€TDeVive eomatisioaal
Application No. PCT/US9B/ 26342 (European patent application nunber -27 10

AUG 2005 9. 8962066vel havihi bfthspie sheeeyber 11, 1998 by Attila T. Lorincz and
Yanlin Tang for a Universal Collection Mediumwhich is incorporated herein

by referenceaS&mg?éygrg%gﬁéggﬁkqﬁEMﬁk&iain1 | . Adevice for facilitating
09

the preparation of cyto slides, the device conprising a first cover
't er posed ot MG PEE0 3P e B BREDE AR o0 LR B IR R TR e
spine S?olc?ﬁ:let ﬁ)utcPaemok form capable of an open and closed position;

an absorbent material mounted on the inside surface of the first cover;

a filter, the filter overlays the absorbent material; and

a cytology slide, wherein the cytology slide is removeably mounted to the inside surface

of the second cover, the slide being positioned on the inside surface of the second cover to

contact the filter when the book form is in the closed position.

2. The device of claim 1, wherein the filter is polycarbonate.

3. The device of claim 1, wherein the absorbent material is a polyvinyl acetal foam.
4. The device of claim 1, wherein the absorbent material is 100% cotton fiber.

5. A device for facilitating the preparation of cytology slides, the device comprising:

a first cover having an inside surface;

a second cover having an inside surface, the second cover hingeably attached to the first
cover so as to be foldable into a book form capable of an open and closed position;

an absorbent material mounted on the inside surface of the first cover;

a filter, the filter overlays the absorbent material; and

a cytology slide, wherein the cytology slide is removeably mounted to the inside surface
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foldable into a book form capable of an open and cl osed position; an
absorbent material npunted on the inside surface of the first covqu‘mgzmﬁ
filter, the filter overlays the absorbent material; and a cytol ogy slide,
wherein the cytology slide is renoveably nmounted to the inside surface of
t he second cover, the slide being positioned on the inside surface of the
second cover to contact the filter when the book formis in the closed
position. 2. The device of claim1l, wherein the filter is polycarbonate. 3.
The device of claim1, wherein the absorhent .material .J | yvinyl aceta
foam o thapreoadeeves the Sltqed%eﬁi8113,051}‘}?8?‘@?‘?1816%5‘%%%’6(38%% thg 5P Y 1 0006
cotton fiber. 5. A device for facilitating the preparation of cytol ogy
sIides,mmhetd@hhb@ﬂb@ﬂﬂﬁméhﬁg@ﬂV@”ﬂH%@ﬂh%%O@ﬁPHEWWHQ an inside surface; a
second cover having an inside surface, the second cover hingeably attached
to the 6.irstThedawire felzm I, ovhoeiif tle diasslcevérris binaeatbé»owaicbﬂﬁ%}gﬁ)éﬁ&%d gvehn
open and cl osed position; an absorbent material nounted on the inside

sur f acepyi hinlge chipsiing @viaple, cantihibdsgriecet he filter overlays the absorbent
material; and a cytology slide, wherein the cytology slide is renoveably

nmount ed;7t 0 tge §R3EAST Sl Be@rerei? the MRstAVGEAOPingedbly Mteachet writle saoed covehe
slide being positioned on the inside surface of the second cover to

contactby@EgggE@g%hééggaﬁﬁgﬂrBhﬁngggﬁeggaBkh§Lin t he cl osed position. 6.

The devite o efn the first cover is hingeably attached to the

evi ce B ol &metd haRE TR A R0l Bl fios RAMOAIELS P ached 1o the
B A et hod SYTPBBA I E TR b3y RuRtARh el GERESRRREked Pl cces
removing an aliquot from the solution;
providing a slide preparation device comprising a first cover having an inside surface, a
second cover having an inside surface, said first and second covers pivotably secured to each
other so as to be foldable into a book form, an absorbent material mounted to the inside surface
of the first cover, a filter, the filter overlays the absorbent material and a slide attached to the
inside surface of the second cover;
applying the aliquot to the filter;
closing the book form so that the filter containing the aliqu..t contacts the slides and
applying a pressure to the first and second covers.
9. The method of claim 8, wherein the liquid-based medium is a Universal Collection
Medium.
10. A device for facilitating the preparation of a plurality of cytology slides, the device
comprising;
a cover having an inside surface;
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combining a cellular sanple with a |iquid-based mediumto create a

solution; removing an aliquot fromthe solution; providing a sli dél MG 2005

preparation device conprising a first cover having an inside surface, a

second cover having an inside surface, said first and second covers ’

pi votably secured to each other so as to be foldable into a book form an

absorbent naterial nmounted to the inside surface of the first cover, a

Ilhlete_r, ftge flll'Eer ovferlﬁys the absorbent material and a slide attached to

_ inside surface of the second cover; applying the aliquot to th

I:Iolnt eré cIt gsﬁ bﬁlg?gﬁ‘é%ﬁgk’sf%rsmfg‘if’t hat the PPI %/ergcont ai ni ﬂg the ali guot
acts e slide, an applying a pressure to the first a

covers. 9. Tdméntmidsgdjhi@geacﬁlagii Q@n"ggalwli’g?eéi”ﬁoﬁah]é( SF?‘ﬁFff‘@-tb%E‘élée %a?sﬁ’%%[]g a

Uni versal Collection Medium 10. A device for facilitating the preparation

of a pl@idabietistoaf bakifolwgypable afes opehandddosed @ositiopr i sing: a cover having

an inside surface; -30 A p W5 1005 a base having an inside surface; an

i nterposed m,lsuq%mysaqr £hs6DéET m@Bdalmamtadi aonohablisidesefacecaf theocawes hi nge so as

to be foldable into a book form capabl e of an open and cl osed position; a

plurality of, ahsofheiier BByl thePstofRE: @Btetiblgandisi de surface of the cover;
afilter, the fifter overlaying the absorbent material; and a plurality of

cytol ogy' sl | dgisy.1 GRERFALE) ASks UabiiBnGQEy ExaisicRBriingaaonodf Hhababamt bent

mat eri al noun wher €i n e cytology slides are nounted to

ts Esf ;2:%%&%1'%#8];%%%%8{ B‘CE;Cgﬁf‘g giﬁgxiehn:tﬂg @yiﬁio'gg 81188 NYmBOHEE tPMeGhside dubface ofSi de

the base, each slide being positioned on the inside surface of the base to contact the

corresponding absorbent material and the filter when the book form is in the closed position.

11 The device of claim 10, wherein the slides are removeably mounted on the inside surface
of the base.
12. The device of claim 11, wherein the slides are removeably mounted to a slide carrier, the

slide carrier is removeably mounted to the inside surface of the base.

13. The device of claim 11, wherein the slides are removeably mounted to a slide carrier, the

slide carrier is hingeably mounted to the inside surface of the base.

14. The device of claim 10, wheizin the absorbent material is mounted to a strip, the strip is
removeably mounted .to the inside surface of the cover.

15. The device of claim 10, wherein the filter includes a plurality of individual filters, each
filter corresponding to one of the absorbent materials.

16. The device of claim 10, wherein the cover is weighted to effectively transfer a sample
applied to the absorbent material and filter to the slide when the book form is in the closed

position.
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correspondi ng absorbent material and the filter when the book formis in
the cl osed position. 11. The device of claim 10, wherein the indeaﬂdm§2m5
renoveably nounted on the inside surface of the base. 12. The device of
claim11l, wherein the slides are renoveably nounted to a slide carrier, the
slide carrier is renoveably mounted to the inside surface of the base. 13.
The device of claim1ll, wherein the slides are rernoveably nounted to a
slide carrier, the slide carrier is hingeably nounted to the inside
surface of the base. 14. The device of claim10, wherejn the absorbent
materiall7i s Aotliflecaries suitable fopuse with derdeyice of claumd Qe Sidpsamicenciusingr
inside surface of the cover. 15. The device of claim 10, wherein the filter
i ncl udesg!vaalpy of sloistfpr bdldingdi pirdlivd of ciiolagy slidesawherein the ehdecesip@dpondi ng to
one of the absorbent materials. 16. The device of claim 10, wherein the
cover i senmevegbiyedountedetoftbebdse ef thetdeainsf er a sanple applied to the
absorbent material and filter to the slide when the book formis in the
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the device of claim10, said slide carrier including a plurality of slots
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renoveably nounted to the base of the device. 18. A strip suitable for use
with the device of claim10, said strip holding the plurality of absorbent
material, wherein the strip is renoveably nounted to the cover of the

devi ce.



