295EP2004 - DEVI CE AND METHOD FOR CYTOLOGY SLI DE PREPARATI ON FIE%E Eﬁz
| N\VENTI ON The present invention relates generally to the prepara é @¥

cytol ogy slidespRfithe BRI MAFHOD POH |OrTOLOGY GLIDE: FREPARMIYEN at ed net hod
for preparing cytology slides. BACKGROUND OF THE | NVENTI ON Cytol ogy sl ides

are prepared to screen and di agues® oFelINVENTIO®NP! es taken from for
exanpl e, sanples fromthe wuteri-ne cervix, urine, sputum-blood, fine

needl e aSpir@ﬁé03¥?Qé§95%%%&%§%£éa%%%QEQQCBEﬁEIQIE§hfﬁgﬁhénﬁrépﬁhéﬂﬂén

cerebral sprnal ul y fluids. The reliability and
efficacy_ of the screening nethods_of these slides e d.nQy their
abiIityofopﬂt%bﬂ%¥es%h@@gt?Bas,m8¥%c8ﬁ5§}8 zafggroﬁé %paéggége?%gs | esi ons
while at the same tinme avoiding fal se positive oiigegative di agnosi s. The
reli abidassgcbitetemetbpidéeri prapapinEafytriody. SO #8A: 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 nost common uses of pagkOROONDSLEAEHE INVBNTIONr eeni ng and di agnosis
of a cervical sanple. Carcinoma of the cervix is one of the nost comon

T § gnanci escl 0 NBEN<16AUS! 0P Beabhich 400 sdsahs sher aleghose the United

States. Appr ases are associated wth absent or

. . . . 0 - .
defi cf ent ot cent ng. \Appr oYl matel & 299,00 g 15" SShEAds £rom the

uterine cervix, urine, sputum,-blood,'fine needle aspiration

| biopsy, urethral, brenchial 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 infections, precancerous lesions or
cancerous lesions while at the same time 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 a constant effort to improve the
reliability and efficacy in the preparation of cytology samples.

One of the most common uses of cytology slides is for

screening and diagnesis of é cervical sample. Carcinoma of the
cervix is one of the most common malignancies in women, causing

nearly 5,000 deaths per yeaxr in the United States.
" Approximately 60% of these cases are associated with absent or

deficient screening. Approximately 25% of the screening



1 28SEP2004 failures are the result of errors in, cervical san'[i‘lzdngﬁ, B -
snear interpretation.' Screening for precancerous or cancerous ges of

t he uter:iyn ryi di.Li I ' lL.ves m [

cor vi Gt BERSEE Ay LRRCEELATE! bt LRSS 1R SRR Mo nod
for screening reguires scraping a woman's cervix wth a sanpling device,
such Jd&t# ?EﬁF%ﬁBricator stick, spatula or brush, and snearing this

sanple onto a slide for review by a nedical |ab professional. The specinmen
is gently Spreemingr 695 preceasereuvsy @ caficandusutchangesf thanpl e, The

slide is then fixed, stained, and exam ned under a |ight m croscope for
cel | uhgfemii®r cdE vikeg radd tdanayilyg ienio Ivis micdapic tdesesdhéent OF t he
cell sanple that is smeared onto the slide may contai n bl ood, nucus,

ot | BB £ebhSan 3016 R Ry £°1d31 P WU dned s T PR o0 Of up (O

40% of conventi on snears are conproms e presence of bl ood,

mucous, O sgurin? igLI%n%ato%y cells, scant. cellular material ang
ai r- dryf PR BEENITHELp PESETE W LB Com T A 2 3B sBure nmany
of the cells, causing inportant precancerous |lesions to be mssed when the
sl i de ¢erviiehel at Samelisgodevdlassr muGvaly a2 calkiay arRlEeREPE slide
unreadabl e. One of the problens with the conventional Pap snmear is how
stick, spatula or brush, and smearing this sample onto a slide
for review by a medical lab professional. The specimen is
gently spread across 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, and clumps of cells. Accurate
interpretation of up to 40% of conventional Pap smears are
compromised by the presence of blood, mucous, ocbscuring
inflammatory cells, scant cellular material and air-drying
artifacts.? The presence of these contaminants can obscure many
6f 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

guickly the sample dries out once it is smeared on the slide.
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qui ckly the sanple dries out once it is sneared on the slidi Eﬁl 8 SEP
2004 1 Wth a conventional Pap snear, the sanple nust be fi @é i diately
in order to avoid the drying out of the cells, which ruins the sanple.
Anot herWptibbi econventtibeadorPegntanezal, RAe ssemaple snddie bd risgesdit | naccur acy
of the test result. Common inaccuracies include both false positive and
fal se rta_&aéaysteaﬁ @S brd@ s avd Pt ROSYinY Collafof 65le QSCLLS, WARICR
patient is told she has abnormal cells when the cells are actual1y nor mal .
A fal se ILive . r lt may require a woman to undergo unnecessary and
costly %%gﬁga#hérgggﬁgﬁﬁs. A fal se negative Pap test result occurs when a
specinmen is called normal,, but, the woman has a lesion. A false negative
Pap test mayPREFREL PEMRLEIHIEE &l GARMERNY B2R Akt DHUEP®r even a
cancerous condition. The conventional Pap snear has fal se negative rates
r angi ngf régoentoipe¥curiady wgf tihe0%sdf temskt f al Gommayaiiaesutheies
limtations of sanpling or slide preparation.3 To decrease fal se negative
rates apgerhakteBowh Falee gy EitdiveOarR fHlsé tne§St BRO | Pap L POE t1@SDEs he
negative snmear or recalling the patient for another sanple is required.
Sonce! T O¥E sbIBkRINEN Pl IR SENBIANING, 2 Lol 100t A0hE RO

as | ve ty o

Pap smear fo the opnent of a varie

abnormal cells when 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 falge negative rates ranging

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

3 1o decrease false

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

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, such 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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ot her technologies or clinical strategies, such as quuid-baqu%gqmuology
systens, to inprove Pap testing. For exanple, the Cytyc, Inc. (Marlborough,

MA. ), _ThinPrep(r) .and the_ Tri Pat nc. ,-3,.2 8 SEP 2 urlington,

N. C.) ,(Béftl&ﬁ%’ﬁt(f}r) n@aﬁ-}es?vég}g%sﬁ@ EF‘B FﬁB%&%ﬁgFﬂlFag?é 5\()’% | abl e, FDA
approved fluid-based, nethods used for the collection and preparation of
cer vi commginwilalslanpresilahien. FRA FRpEPVeg( fludgsbagpdamgiheds s&ed sanpl e
is collected in the sane manner as the conventional Pap test using a

br oomfioyp e HEeWSELOEE pbasthd ppepualratdod efdeeewicoakglhnadh sargdtesnat i on,
but rather than snmearing the cytol ogical sanple directly onto a 'm croscope

slide, thisg; rﬁéksgﬁ pdapbhevstam! @ goneTolBgdcf samplee jgol ution (i.e.
Preservcyt?F??F e TﬁﬁnPrg%(ry sl de preparatig% systgnluses an- aut onat ed
appar at cal led a Cytyc 20008% t hat .invol v %LI r.qti iNg .V m
pressEPﬁﬁaﬁfbt%%erl?iB%pgﬁglguF@- 2Féngﬁel‘j:lh% é:ﬁ?%%tn 18&‘3§arp gb (L:t%t% c%lgsf/ﬁ%’
slides.4 Wth the CytoRich(r) slide preparation system the gérecologic
sanpl @ braomotyee | devigei ALt RAASHHE SR 38N ENAOSRFFHGUNHTYRD test .
Li ke the ThinPrep(r) system the CytoRich(r) systemalso places the sanple
in a ldogbihaedbnm bat tatheer thamy isiiesatingn tive @ytodogrisialsisammle oRi ch(r)
specimens are processed using two centrifugation steps through a gradient
sol ution-do pePshebeat e cPoagppst isa ieR,| THirPMdthd Busieridd Nthe

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 f

pressure and positive pressure-transfer steps to prepare

cytology slides.®

With the CytoRich® slide preparation system, the

gynecologic sample is 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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material. The cells are ultimately re-suspended in a final ﬂrgﬂﬂf &ion
that is applied to the slide using a special pipetting appa ék @ ut ocyt e
Prep System(r)) provided by the nmanufacturers (Tripath, Inc.). This
transfer step can also be 2 8 SEP 2004 perforned nanuihlﬁ. Thereaﬁéﬁ%, a
sanpl e perpoemed mansadliyde Thedeadibfzed BFPYEoRSgPL3FREs O néw SmdtFods
have denonstrated increased quality in the preparation of the sanple,

| npr oveghdehfgt veredr avesytaldgy. reduced need for patiehts who nust return
for repeat snears. However, in both the ThinPrep@and the CytoRi ch@ sl de

preparation %)ﬁ%’é%"gfevﬁ ﬂétmgadgomw@ RIGmrRRG teXRLES ive reaseed tua liity fisl | owed
to prepare a nono-di spersed layer of cells on a cytology slide. Although

ach of th t i ani.fi i : foth
e adi {1 BhG! DREPASREAR i ¢ o P o Bopviesd el dalad e O o

mar ket has been slow in adopting
t hese systens because of their cost and preparation tinme conpar to the
convent regacerameathdns Paiiauirey who ﬂ’-ﬂ?qpl‘ﬁ\%#ﬁr@foﬁ'uerq% %r?%'ovi des a
device and a nethod of using the device that overcones these problens. The
devi ce BBGe®BIqCiial dsbtinethwd pmBsa® ansktthe GUaBish§rededed cyt ol ogy

slide having a nore even distribution of cells with less interference from
debris LBap.the EANvenians Papinetdibunmitd eamf fexpersiare procedure is
followed to prepare a mono-dispersed layer of cells on a
cytology slide.
Although each of these systems reduces significantly the
a 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.
SUMMBRY 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 bhetter quality prepared cytology slide having a
more even distribution of cells with less interference from
debris than the conventional Pap method, while offering an
easier, quicker 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.



easi er, quicker and nore econom cal procedure as . conpared tgé%ﬁgﬁmm
| i qui d- based nmedi um nmet hods. Thus the device and associ ated

facilitate the preparation and screening process of cytology slides. 5
28SEP2004 Accor di I : s f facilqitald t

pr epar atiorﬁ%%oﬁﬁrggo%(g é)ﬁq?d%@gg%pﬁrgﬁrgésgaﬁg &lrl s%t% g(cz))\r;:er Cd&'v%lntgéggﬂgiﬁg?de
surface, a second cover having zn I nsi_ de syrface %ﬁd n _interposed sgine.
The s@ERPMALERN 12hl QXEALBYY oRL IR SNEPEPIRSRGed TS Y iGC LR ELREnE"
cover are pivotably secured to the spine so as to be foldable into a book
f or m dapsbile strémcepea sendndl oswérpbeviingn anAinsigts amfase eandl ans
nmounted on the inside surface of the first cover and a filter overlays the
absor bgite PBbSEHAspinbe CThE! gﬁynal mdy b2 replwenid bymmd ask traoréhe inside
surface of the second cover. The slide is positioned on the inside surface
of the, aego0d CAKET £105FOBRACLUHE Lhte Il ithA e dokeblikeodevicre

Is in osed position. I'n anot aspect, e Inverition is directed to

a nmethod, of preparing cytol.o sl.i des._ The hod conpri ses.conbining a
ceIIuI%El%%nﬁPeagdgﬂ gel%aggﬂgggsé&%ﬁb&;Eﬂqg?gﬁﬁﬂu?§é§§;?Lﬁ?Oﬂ? oﬁﬁging'
the solution, extracting the sanple or an aliquot of the sanple fromthe
sol ut i amd agdopedvpdEagians| | 48 gg@@mhﬂﬂﬁmmaﬁﬁﬁﬁﬂkalﬁTﬁP%ﬁﬁ?@eoéoﬁﬁPises a
first cover having an inside surface, a second cover having an inside

sur f acen@pdeaBurface of the first cover and a filter overlays the

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 inventiqn 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 aliquot of the
sample from the solution and providing a slide preparation
device. The device comprises a first cover having an inside
surface, a second cover 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 is

removeably mounted to the inside of the second cover so that the
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I nt erposed spine. The first and second cover are pivotably S?ﬁfﬁﬁf ho t he
spine so as to be foldable into a book form An absorbent mat 104

nounted to the inside surface of the first cover and a filter overlays the
absorbent material. A slide is renoveably npunted t.o HSF i nsi de, of the

_ secondEidver mantaetstbee-512dg BEPNGHE FRVAEE ddntidktd& 9% e when the
device is in the closed position. The nethod further conprises applgﬁng
the sagpderidn. t hEhéi héEhodCEasithert kenpadlsesompRiy irtttheesampiert
containing the sanple contacts the slide, and applying a pressure to the

cont acty SUES ALt O EECHLT YBEY KA Hoim ISe tIRACIUTRD filtde comtalwinghe
range o# pressurés appropriate for the absorbent matter and the filter in

the device is provided e design qf .t vice LheddhSe Wy, tie

cyt ol o@esﬁmfﬁoﬁ?aﬁﬁfﬁé %Eee\?gﬁ'lc%' %%qu u]lqglﬁ{iurrbﬁer of cells is
prepared quickly and reliably. I n another ect. of the.invepti t he
i'nventtontast dirdscedtooed &@F%ﬁ?#%ﬂtﬁ%ﬁgfg%zﬁq?mf??ﬁﬁ%gépgéa '5n of a
plurality of cytology slides at the sane tinme. The device ri ses a

co
cover .5avHey amhenthsegesoiff pressules apprdpoiaie o5 Hae saPFg Rent g an
i nterposed hinge. The cover and base pivotably secure to the hinge so as

to be fn?lc%?' SniNt8ed Ay fQ M@ NEdF Ecofimnpopeideddby| theddpaiuni 4. A
plurality o absorbent naterial are nounted on the inside surface of the
cover %plg e»]::'ij.lctee.r rerhays JJ}F, @S&rﬂpgi‘&gf‘%fi&é' coftBidiaki b 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 foldable 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

i of cytology slides corresponding to one of the absorbent
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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of cytology slides corresponding to one of the absorbent prgﬁh @E
nmounted to the inside surface of the base. Each slide is pos é on the

i nside surface of the base to contact the correspondi ng absorbent materi al
and the filter when the book formis in the closed position BRI EF

DESCRI PTI O¥'i@F. THE DRAMhNEZpl28leSER 12004 fFioge Bibicd imerdx mfodde vi ew of one
enbodi nent of the devices; Fig. 1B is an isonetric view of one enbodi nent

of theewigvdse: Fig. 1Cis an isonetric view of one enbodinent of the
device; Fig. 2A is an isonetric view of another embodinent of the device

| f
ermbodi mont DS 1 hbE iy Abe HIHORE A Mg 0 U e AR,y o o N

I nge having a nu
interlocking pieces 34, Fig. 3 is an isonetric view of another enbodi nent
of th&ewsfce illustrating a pocket 46 and fastening neans 60. Fig. 4A is
a partial view of the front cover of one enbodinent of the device

i |l ustratinBighel€edesanorisomdtr3g; viaw qpf 4me enbginent of &dhef the
front cover of one enbodinent of the device illustrating the absorbent

mat er i gl aRé;

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 partial view of the front cover of cne

embodiment of the device illustrating the recess or 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.



filter extending above the inner surface;. and Fig. 5is a partial view of

the front cover of one enbodiment of the device iIIustratingggipanality
of supports 50. I 2 8 SEP 2004 Fig. 6Aillustrates the cel I stribution

of .a cervical sanple using the device_and.nethod of the present. jnvention
Fig. 6B iIIESgraﬁésiﬂRES@éﬁFeéi§bPiSﬁ#ﬁo%léFr&%HSﬁQQnP%oﬁaFe &gaghear
(archival)at a magnification of x120. Fig. 7 illustrates an expl oded view
of an esmeUEnEsingf thiee detdviec andapetihe o fpitégaPireg Sy Hinyedte\A ogy
slides at the sane tine. DETAILED DESCRI PTI ON OF THE PREFERRED EMBODI MENTS

Her ei naf t ef p; jhe gpn\(aNldstalied e desaridied ibugieat et detainventipnal
reference to the preferred enbodi nents. However, it is understood that the

devi ce_and _associ ated .net f . s ' £ )pl i cabl e for the
pr epar BEP oMLy vaslh%g:e% "Hﬁlfl@aqﬂ]tdrprbp 20

any cellular or tissue sanples,
preferably clinical cellular sanples, known in the ar : | NEMet O
Fig. 1A inFdge ntiddihEriatss e G%Mcfo‘ﬁ‘,ewa cki?taxﬁo%ﬂ?cgﬁlgérg Ini&t? ating
the preparation of cellular sanples includes a device 10 conprjsin
front devérel2apmblearof (ueapalsing itk e g i YR Ihheth ‘ﬂg #t?%nga%ﬁd

time.

DETAILED DESCRIPTION OF THE PREFERRED EMBODIMENTS
Hereinafter, 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 cellular or tissue samples, preferably clinical cellular
samples, known in the art.

Referring now to Fig. 1A, in one embodiment of the
invention, a kit 100 for facilitating the preparation of
cellular samples includes a device 10 comprising a front cover
12, a rear cover 16, and a spine 24 connecting the front and
rear covers 12, 16. The spine 24 spaces the front cover 12 and
the back cover 16 when folded in the closed position and creates
a book-like form, 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.

-9.



rear covers 12, 16. The spine 24 spaces the front cover 12 and the back
cover 16 when folded in the closed position and creates a bogka?nkﬁmf or m
wherein the inside 14 of the front cover 12 and the inside 1 back

cover 1%, fege 8peneopbaelr agaiddws reAchaddielo Ba tife asife Nnaizecasniend nent
illustrated in Fig. 9 28SEP2004 1A, the front cover 12 does not need to be

the s | back cover 16. The covers 12, 16 and spine 24 may be
made g§§%Es§§§?§ &plece of flexible material. Such flexible nmaterial can

i nclude, f exa ard, or so erX| sti £s to.,which a
control | ed ﬁLESEBF rﬁ‘a} e%ﬁlqdecfpﬁ? b‘% ‘@B %rg 13, siégiﬁi t hout
puncturing or cracking the covers. The naterlal should not absorb the-
sanpl epdeceobiit £daxdplle mptaride fiJudy fhexille pabesial faneinglugie,
(described in nore detail below). The material should also be selected to

enabl efgar eqafplesr Sarsibdardisr fsomexEnptih1l¢ aplastbosctenwhdett doct ors,
to apply consistent or controlled amount of pressure to prevent over

squeeZbaﬂt&Bglée' ﬁtr'e%@’ufeesr&él}t I dgbSiRid | B9ecRe Shésgaél e8veks 1be 16
nor phol ogy of the sanple by t'he exertion of too much pressure.

AT RS, eh BRI o GO (SRR, e R R ML g S

materials, netals or inflexible plastlcs
not’ absorb the sample or solution applled to the filter 22 and
absorbent material 20 (described in more detail below). The
material should also be selected to enable various users, such
as, for example, lab technicians and doctors, to apply
consistent or controlled amount of pressure to prevent over
squeezing the solution, resulting in spillgge 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 preferable.tq 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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When inflexible materials are used for the front and back COYﬂ@%leﬂ may
be preferable to use one or nore hinges to connect the front "and back
covers. In the enbodinent illustrated in Figs. 2A and 2B, a hinge 30

connects the front over .12 .and,bhac Ver 1. hifge Bhdes Iwnsdmuct ed
S0 tha‘fhe?hEhFrgﬂf’kc%?éT“ 17 cl?ﬁggs\%éfpfg?‘gftalcéﬁénd cont ac(% each ot her
-10 28SEP2004 when the book formis in the close ositi 'gg? 30
can beeonsesBAnbd e, cSANLARNRISHIPAEESB P Fifit9 2 rO% t%\:n%{l{;%teﬂ, a
number of flexible or interlocking pieces 34 (Fig. 2B). In Fig. 1B, the
devi ceai sumbewn oifn fillea itylen quosintiesrl.ockirontpteses 3% (E194 i $Hed open
exposi ng an absorbent material 20 and a filter 22 attached to the inside

14 of the firStpicovam, Fhe ASHide ¥ sisowl sin stivenopennpesitbonhe insi de
18 of the Dback cover 16 of the device 10. The absorbent material 20 is

hydrophilic in nature..J \ G , r BENkpgBEBEh el matepbadr bent
to bot rﬁ/&%ercovﬁdﬁz%ecloﬁmrﬁl-%%% dﬁoﬁ't i% S %%%Qig preferably uniformin its
absorbency. The absorbent material is prefera hpe I as
not tozpeaﬁﬁ\ﬂtﬂ%%qﬁ¥e§2xﬂﬁﬁagﬂﬁ t?%hg%? l%%ﬁ%%n%ﬁté%oﬁﬂghgi%g |§?§§r

sanpl e. The absorbent material preferably possesses. stahiliLy properties
enabl i 0§ .t he fslidshetD de\Aakeo t Phewn sm@%ée‘fio?ios‘ék}sr éPS§/8§r @b %?aﬁgﬁrd

filter papers or blotting papers may be used as an absorbent material. For
back cover 16 of the device 10.

The absorbent material 20 is hydrophilic in nature. In
particular, the absorbent material is absorbent to both water
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. Standard filter papers
or blotting papers may be used as an absorbent material. For
example, one suitable absorbent material is that sold by Bio-
Rad® (Hercules, California) called Absorbent 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; T%306 made by TexWipe® Company), or
ﬁolyvinyl acetal foam (HydroSponge™; TX5390 made by Tex Wipe®

Company), Gelman’s® Absorbent Pad, Cellulose Fiber Filter Pad,
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exanpl e, one suitable absorbent material is that sold by Bio- 25@9?@%4
(Hercules, California) called Absorbent Filter Paper (Extra Thick
consisting of 100% cotton fiber. Alternatively, the absorbent naterlal can
be 1080adSRA] 3R %@lSStWFF%&@?@r Fiddess . Wiatae ’{'é‘%.cﬁﬂ‘b‘é*%swa@%PﬁF;
TX306 nmade by TexW pe(r) Conpany), or polyvinyl acetal foam

( Hydr Ggpitige® ; Cans389 rnHppeny SBeld e Fe(wer ,Cohddatyy)a deds Sioed' Alfsorvbad®bent
Pad, Cellul ose Fiber Filter Pad, - Il 28SEP2004 Watman' s(r) 4 ass

M cr of (W4 | $ P Ehe Wit MY 40M)) cRldidtosey RAPEI00S ey pesntas@raany
(Upper Sggale ﬁ?&er NJ) trademar ked Absgg%ond(r) (Wpers Syh&%etic;

géﬁgﬁ%pcfﬂgéﬁ%#' D%Yégg%ﬁq% poﬁge%%@l%]]&log&s/ag'%a sor%irhﬂ)pa% or any

ot her abhsor pent ter conbi nat i on ,of terials known in_the art. The
absor 51 ‘P%?uggs%' &&ﬁewpééist SR Y RENRF BPIATRERE RILRTI_RLVEE 12 by,
for exanple,. an adhesive or, alternatively, by a heat spot weld. It

shoul ccarbimaieignood magseniled sadinenveln thedreted so as not to interfere
with the properties of the absorbent material, as nentioned above. One

such suitabtiee abbegbeat magiriyRBENates S0b dely Livsidéelander thbe
trademark Loctite 4541(r) Al ternatively, the adhesive can be hot nelt or

| i t b d th
ZS{Y ?ﬁggﬁ?? ?g?? oV KI2§§p3%Eﬂg%ﬂ%rbent naterlajogbh§gF¥Pngegwelyn ©

by a 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 aﬁproximately 3 to B
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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filter known in the art can be used. The filter 22 is preferably a

pol ycarbonate film containing approximately 3 to 8 mcronete BJE ergR. The
pore sizes can be varied to enable the filter to capture the sired cells
on the f r Selir gl drie S Sadhir ough to
t he absor%ggﬁger’rmperl agtlftote éderft ?élshoét}%égﬂo be %ﬂnert stabl e, and
al cohol  resi st Al ternative t.he f |Iter can be nyl on, -12 28SEP2001
ceIIuI%EEerp5P§§§FéPaqﬁﬁ3Qﬂ1kq&% Y (1S Fet hyl ene or any other filter
material known in the art. An adhesive to attach the filter 22 to the
absorbent Amt &dh®side it sftaghdhn Bl ik f% FOERT FRSWREt he sanpl e
pl aced on the filter 20. Revertex Chemcals Ltd. (Ml aysia) sells sone
sui t abmatagthadi 25 forseldannd ngo tae Mot ter Potenfere whbsokbentamRieri al
20, such as, for exanple, starch, dextrin, [|atex and casein.

Al ter “g&b\é%'dy ol R @dhepi o £@N Drewd Mybencheni oyl s acetat gvabaysbayvi nyl
acetate enul si on adhesi ve for Ian1nat|on of the filter 22 and the

absor ben naterlal f e gap2bgohehd in
proxinﬁﬁé%ﬁnﬂ %entgﬁﬁ er %? Fggiﬁ%gﬁgﬁ?cgﬁéngégge such gs for
exanpl e

absorbéhﬁ&%ﬁéﬁg:gﬁégéigéﬁ 6§h£8éml%€?4 gfglggng%ﬂ gtgﬁlﬂedgg£geﬁhe
either glass or plastic, comonly used in cytology. In_ the enbgdigggt of
Fi g. latex and casein. Alternatively, the adhesive can be et
vinyl acetate and polyvinyl acetate emulsion adhesive for
lamin;tion of the filter 22 and the absorbent material 20. In
| other embodiments, the filter 22 can be held in proximity to the
absorbent material 20 by mechanical means, such as, for example,
a rim of plastic to hold the overlapping filter 22 onto the
absorbent 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 enables 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 commonly known method known in the art that
accomplishes this goal can be used to mount the slide. For
example, the slide 40 can be 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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1A, the slide 40 is mounted to the inside 18 of the back coven g S¥P M such
a way that enables the slide 40 to be easily renoved. In the enbodi nent of

Fig. 1B, the slide 40 is upted to.th i nsi de, 18 _of back cover 18 by
B AR VROBKSE BB Eaeodty Ene TR IS mnISf SISAPARE R Row,
in the art that acconplishes this goal can be used to nount the slide. For-
exanpllg thkgsl3detaofaanlbbapresempvali gfo thec gldde ffttion 44 of the

i nside 18 of the back cover 16, held by Velcro(r) strap, or 13 28SEP2004

pl aced in arposkethde eaboddmentt hehendindd des 18 dfheHmdackvesvef616Fi g.
3) to facilitate renoval of the slide 40. In another enbodi nent, the inside

18 of { 18ecl deg tbne8ld eeReesir?d iif fid ene'SsLibe
Iiftiﬁﬁn?Hgﬁg%iggﬁsﬁa gssbggéghg%back covgr (Fig. 1B]énd 10). The %inger

recess 28 spopl d pe positioned.away from t pr | O r oid
cont anqeia‘["'r“bnogf Eii‘ﬁe B ngfjgﬁreg%%gr’rpl & af’?e ]ggsbr‘l?g’?é afnjhrt“g??a’?gﬁég\?\ng h the
attached filter 22 are_ positioned on the inside 14 of the front cover 12
of the2bhoshouldkbedpeisdsivneso amrat SAMEN tife RFARATGIECRATRR 49 PY¥Odrosed,
the filter 22 contacts a central location on the slide 40. In another

enbodi gent amdsatlibnsofathe itwrabBisferdkcarshmgBe. t he absorbent material is
placed in a recess or shallow well 36 fornmed in the inside 14 of the front

cover 12 sorphhahbkbebePRe matRild102 Ofwiltle ahs wthieithemt £118kr202havieng the
overl ayi ng )
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. 4A and 4B,
the absorbent material is placed in a recess or shallow well 36
formed in the inéide 14 of the front cover 12 so that the upper
portion of the absorbent material 20 having ﬁhe 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 from the bottom of the absorbent (
material 20. In yet another embodiment, the absorbent material
20 i; held in place on the 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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filter 22 (as wll be described in nore detail bel ow) extendf éapamﬁ the
i nside surface 14 of the front cover 12. This recess or sha ﬁ |

prOV|de t he a bene I o 5gtg@ntbgttﬁ§capes

fromtR hﬁ&t "t o(r?hd Hg.& % 9{) l{Et) . rraq%]el?t%}itlt}% E§ anot her enbodi nent,

- the absorbent naterlal 20 is the i nsid 4 e front
cover Bpsigybentymatgrisl cﬁoéﬂﬁgdgtgt , se¥£?%§t?ng% Eh&F%gEléQ When t he

book-formis closed, the inside 14 of the front cover 12 and the inside 16

of the smaclaczoviet 4D et fcenachver 112 285PPPeois BEhBESA| hot R¥€ERHARI nent

In which the upper portion of the absorbent material 20 and filter 22

ext end RRava die) | peédeursutd aceaddfef the Samplecbvethe2sliler 40i £T98 need
to exert an additional pressure to transfer the sanple to the slide 40

from the fdif t kCON¥Er 190CEBRS si ARheoCebh&eictwitith front
cover 1 11?3:d§2 “Qﬁ&n Pﬁ b%%% be fl ﬁsh W th the i nside 18 of the back

Core oty ek ﬁ%fettﬁe GESAEE LB ﬁ'%?ﬁ“‘?‘“f he kit

100 may optionally include a nmechanical _fastenin S ck

t oget hemsirde T&i af athet hackore¥er &f vhél |ﬁ§@8§eg§rF§@e§ ﬁ?r of t he

front and back covers 12, 16, respectively, when the book-form device
materizl 20 and filter 22, thus transferring the sample 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 of 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 like, can be used.
Wwhen the book-form device 10 is closed, causing the filter 22 to
contact the slide 40, the appropriate amount of controlled
pressure may be applied by fastening the fastening means 60. In
an embodiment including a clasp or snap festening means 60, an
audible snap is preferably heard when the fastening means is
fastened. This audible snap informs the user that a controlled
amount of pressure is being applied to transfer the sample from

the filter 22 to the slide 40.
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10 is closed. Any nechanical fastening neans known in the arg.§SEPUdlt as

vel cro(r) . x{3fy £ 3S83rmp830S oy [JEL1UME: oL AH HadiSgflcinlin Lhe

book- f or m'device i s clhosed, é%&glng t ter 22 to” contact the slide
40, the, appropriate amunt, of contrglled ressur be. appl.ied by

f ast e?ﬁ%bggﬁ%gf g%?'@n?n&”ﬁ’é&ﬁé: é&r I'ﬂle ant Soff e t%%%?%’d’?‘ﬁgoﬁ cl asp or
snap fastening means 60, an audible snap is preferably heard when the

f ast ehiagnoeing, i comneslyn &Bowrhiin dik REE sidhRt nkoreapapke Q8 PEARE a
controlled anount of pressure is being applied to transfer the sanple from

the féhgpendadt ont he 1dlgudel -4 sed mERBER200Suck sahplesrasanpbtaineshy
cellular or tissue specinen collected froma subject for the purposes of

SCreepi,pg 'ag@%hngghecgggmmy kfganmbich her afhrodPat ukrgneapabl e of
beingﬂbguggéﬂgg ‘in"a liqui “based nedium Such sanpl es are obtained, for

CATDL AT N9 BEY hadd” JBUL st o RBhentd) Nepraggbeaty, Lymn
the nibpde Fdsgbeaas) prpdt d.esLEhBol bOYCSE AP IPe hRoRGoarBEdRed el
sanple. In the broader aspects of the invention, there is no limtation on
the tdokbeet bdopsieshandling of sanples as |long as consistency is
mai nt ai ned. The cell or tissue sanple is obtained by nethods
In the present invention, the kit 100 is used to prepare a
cytology'slide with a mono—dispersed cell sample. 1In 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 technigques or the like.
In an embodiment in which the cellular sample ‘is a cervical
smear, the sample is taken from the cervix. 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 endocervix.
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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known in the art, such as, biopsies, surgical resections, stgﬁggﬂgmﬁodily
fluid collection techniques or the like. In an enbodi ment in ch the
cellular sanple is a cervical snear, the sanple is taken fromthe cervix.
The present invention enploys standard technigues for collecting cervical

_ ceIIs;(U@M)eﬂéﬁpﬁe@iQQHQEEQIBLI&GﬁhvﬁPﬁéguFﬁe ﬁﬂ%er??gnlﬁfaacﬁg&vical br ush
or broom device and the taking of cells fromthe surface of the cervix and

t he endeadradtd o heed bk uvhi chappeseiryepr bbthabe}l phacpholagangnd qui d-
based cytol ogy nmedi um used and known in the art. One exanple of such a

cyt ol 0%1@%&@5%&89&&@&%@@ yaEsek teeliveckhalybkdi dm al@eld 18 sBmP 12004
(UCM from Digene Carp. (Gaithersburg, MD). UCMis a cell collection

o U 0L TSP YERCDRLDAGR) Lo laaR candutC oLk & sy gt of

quantif%ﬁl C sanpl’e so that nultiple assays can be
carried out_ froma-single patient . sanple.5 Qther_liguid-b o 0

nmedi a éﬁwnﬁbedgeéﬁﬂyﬂ%hlﬁgglévﬁeé?9c§§?P§°?¥oﬂ?@&?y%?Hlﬁ%.3§§§kb§P§bg%¥ MA)
and CytoRich(r) Preservative Fluid fromTriPath, Inc. (Burlingt N.C).
One pr Feesedvipt@®cfirphaas viche Ioel-| {Bexbomonad i ¥&) aRd |qﬂqq']§7c% UCM
This solution is then suspended, by mixing. M xing can be conveniently
achi evepkedOfvaxawel &1y avdrionximg Patie Solcut i (Burflamghmm.oNfatlely five to

ten seconds. After suspending the cells, a sanple is renoved carefully,

One preferred method 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, a 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
aliquot 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 liquid 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-like 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
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usually with a pipette, and placed on the filter 22. If one EEEEi@iter of
UCMis used, it may be preferable to use an aliquot of appr% ' g ﬁy 200
mcroliters fromthe solution. This le is then applied to the surface
of thend |kagk Govermel 4k Medrﬁﬁp?%lanEYundEPgt SRFEen & MSRE i qui d
media may be used and the sanple may be suspended in varying anmounts of
such mgpghld.esThEraol 240 ono ah@00t geamdebfi prpassrehtoudinet lsdide lamed 22 to

t he absorbent material 20 while the cells are captured on the surface of

the fiddedimeh fide ?@ﬁhmkeﬂﬁyfée o¥O0ths Tc?‘%&l%b@s%‘ﬂ)e%ﬁ.rﬂé}ﬁttd hendi | ter

22 contacts the sli for about 15, secon whi'le a noderate pressure,
creat%ﬁf#ﬂgn the covers are closed and | ocked together, is applied to the
front 't 28SEP2004 and back covers 12, 16, respectively. The device or

user applies from?200 to 10 0 ranms of pressur o] sli an speci men
for optimun Sl?ﬁ" arsFRFUEE RRBIL 8@1 gPa&;% sﬁé’é’eﬁ@nﬁ@o tlfé;% C%iﬂ,"“’p')ressure
applied to the covers 12, 16 transfers the cells captured by the filter 22

to t hesllslecapturedebyt hhe fidsedr 82 soappe odidend sl | AR cae be
renoved fromthe book |ike device 12 and fi xed and stained in the routine

mannerpréfswrdei st gpphiednl khepsedaevd it harceld rdsdoidd afxbnreiing abdokt he
mor phol ogi ¢ characteristics, without distortion, the cells
like device 12 and fixed and stained in 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 of the
invention to the alternative cytology preparation techniques
known in the art:

Most laboratories use a 93 percent ethanol solution for
most routine preparations that require 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 dropper bottle or in spray form.

Coating fixatives are also widely used for cervical smears.
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are preferably wet-fixed before any air drying occurs. Conventional nethods
known in the art can be used for fixing, staining and anal y2ifrifPt20&
sanple. The following provides a general outline of such conventi onal

t echni ques but should not be construed to limt the | igal | he
. i nvent Thaseo fiikatdves mavse A cﬁ"%};}l%rjébaf"r 3t&*oh %Oeaét%‘%lf)%ues n%‘%/\ltné)él%gt he
art. Most |aboratories use a 95 percent ethanol solution for nobst routine
prepar ati gront MEmagzqui re fixati ons. However,: other fixatives known in the

art can be used. Myst of these fixatives are conposed ofdgglyethylene

glycol in apal cohpintbage oandsang elppl alssochemermiterial pperthadttl e or
in spray form Coating fixatives are also widely used for cervical snears.

{ { -1%8%bg¥§ﬁf1%gﬁgﬁe1%§§f ﬁb§aa£ye§ugog§rqﬁb@kﬁynplWhéﬂ thaaxyokohi kag

that p _ r'om darage. One” advantage of using the absorbent
T e b e} e e b “TRASelbbl Lo ALY 0, RgsBy sbvepbes Lne
Used ambidie absbt bont tRRDEFPEFSR0tPSCREl BTHePRRES Prysiiaf BESERITTY T
t he speci nen. The device 10 nmaintains a _ .
solution is used and the absorbent material 20 is held in close
physical proximity to the specimen. The device 10 maintains a
“moist” or “humid” environment so that the cells can be
preserved in the device 10 before fixing for up to 30 minutes
following application on the slide 40. Once on the slide 40,
the cell sample should be preserved as mentioned above.

After the cells are transferred to the slide and the cells
are fixed, the cellular sample is generally stained. Staining
may be required to retain the transparency of the cells and
display variations of cellular maturity and metabolic activity.
Any stain or staining method known in the art can be used.® The
universal stain for cytological preparations is the Papanicolaou
stain. Alternatively, any stain known in the art, such as
Hematonylin and Eosin stain or special chemical stains or
immunochemical stains, or in-situ hybridization can be used.

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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"moist" or 'hum d" environnment so that the cells can be preigﬁ fd in the
device 10 before fixing for up to 30 mnutes follow ng appli g foHllon t he
slide 40. Once on the slide 40, the cell sanple should be preserved as
ment i otrtesk adow ewe X t Bnowhe icelthse are .t r Shefser mediritarttse o tdectantheéhe cel | s
are fixed, the cellular sanple is generally stained. Staining my be

requi reghdPe ' £fhNdhBe bhANSRARBCYUNS shie 16e Har i raf bl @Yan@ragti ons of
cellular maturity and nmetabolic activity. Any stain or stalning nethod

known j r{._c .6 uRi versal  stal cyt ol ogi cal

prepar‘g ?%€20?55{: hggl‘-’;%gglrj:‘iigo eag-g&qg airlr?fﬁ%rAlit%é:r“?\a%A\}:eﬁ/)%‘ any stain known in
the art, such as Fﬁnatonylin ang Eosin stain or special chem cal stains or
i munocheri 2aFO¥EEFALP BRYI Fhen FenPodchd, A%9n i IARERd. Once any

stai ning techni que has been conpleted, the slide my be nmounted in a

sui t abCeversilippingi bbsc toadiftdongldyodespy achiievred usimpng thinegdassl y
avai |l abl e nmountants that can be used 2 8 SEP 2004 that are well known in

the arglighesessotRhantos 1 etiddiindte r Samy edrtinshisé fihlmdamigeiang
shoul d harden rapidly and not discolor or crystallize during |ong-term

e e e L
o e e g) P OB S | dde Y ' ne ST Bl CEITPERE ALbYe BURH ! ©

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
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preparation should be covered by the nmountant and the coverslip. Referring
nowto Fig. 7, in another enbodiment of the invention, a kifg $%&eQqpfor
facilitating the preparation of a plurality of cellular sanples includes a

cover 210, a base 230, and at |e one_ hi s LRT o€l 28ENGoepHB1 0g$0
_ over b&®auEIONt FEFEH SR Hyooket ofm %ggg%éﬁ %70 and bage 23% nay

be made of a single piece of flexible materi al Suchsﬂkgxible mat eri al can
i ncl udef ftive soepie doy carelbReEL BPD Bfret?P RPEPePPFEERIES to which a
controlled pressure nmay be applied to the outside surface of, the caqver

Wi t hout pungiiuréfgaoivelpckéogetr h2l@oved. bane AaPefPRl PesAEFRd IRER 4Bsorb
the sanple or solution applied to the filters and absorbent material, as

descri hedqidy I E Metaitapboveucihentiakeblal maheulidlacen Bacdadest &9t o
enabl e"various users, such as, for exanple, |ab technicians and doctors,

Lo apply consi sient oL gankLebled ALessihe sl Ondtauenomo VeI leuians ng the

--20 28 fon, resulting 1n spillage or distortion of. the

nor phol ogy of the_sanple by the exertign af: 0 HRSEr &l d
Al ter n@¥asticseovéP 226 Sﬁéoﬁl&? nﬁBO“&‘%nw%éLgsr?gdg@%@rﬁoan nFlexi bl e

material. Such inflexible material can include, far_:e fer
wood- deféw ethemtereal roNaegss eaPLERf PESSHNE © ﬁ%ﬁﬁ%ﬁmﬁél&]eﬂe@gﬂoﬁ ment
the weight of the material used for the cover provides eno%gptagessure to
ef f ect ipted ysamphef €om the absorbent material and filter on e
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

. . . a
morphology was altered, e.g. the nuclel were slightly enlaxged,

when weights close to 1200 grams were used. It was also
determined that the used of weights of less than 300 grams did
not effectively transfer the samples from the absorbent material
and filter to the slides.

in an alternative embodiment, clamps can be used to close
cover 210 and base 230 so that the samples may be effectively
transferred.

The cover 210 supports a strip 212 holding a plurality of

pieces of absorbent material 20 and a filter strip 22 overlaying
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the sanple fromthe absorbent material and filter onto the cytology slide.
In experinenting wiwth the appropriate weight to be applied 2P Hfmmﬁtlvely
transfer the sanple, over one hundred slides were prepared using t

net hog hdl SYLTTHLAD NS aPHa1 eIt S$HED ab@ ok t0 e P41 AP RIHEdE L Dréhe
cover 210. The slides were then fixed, stained and eval uated. Based on the

" POl @'f@s*oeh ol LaHRs o ggg%@ Redsithats Je delle, mophol ogy vas

alter e nuc were sl y énl arge en melghts close to
1200 gr.a mere used. was al so dete ned that the used of weights of
Fooe BT AmeSainengy BeParAtt b AR R (o RARb R dq AR he
absorbqnt naterlal and fllter_to the slides. In an qlternatjve enbodi nent ,
cl anpPicme f whesbrbentosaterdedr 281 hieded bynddh TP t3ld athe sanpl es may

be effectively transferred. The cover 210 supports a strip 212 holding a

pl ur aladteriat Preles af fabserb@ ovirdidding G andntser idf g@fisdes poL2
overlaying -21 2 8 SEP 2006 the absorbent material 20. The absorbent

natenggség%éﬁgiﬁé{égialZQOa@%dnyyajgéanthe sane materials discussed
above. In alternate enbod |nents separate filters correspondlng to each

prece of 2Uagt DSk S RO L DL SIY R IR S 2o g AR LRIy,
qsed.zz 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 filter 22
is supported by cover 210 in a channel 214 formed in the inside |
surface 216 of the cover 210. In 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 channel 214. The feet 220 also serve 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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The upper portion of the absorbent material 20 and filter 22 extend above
the top surface of strip 212 so that when cover 210 is cl os2d5&fdilibase
230, the sanples applied to the absorbent material 20 and filter 22 are

effectively transferred to the respondi n | des .4 I i
. carri ePTE3FECRIVES Ry éﬂ?eﬁﬁ?ﬁi%85aﬁggTﬁgn%gnéﬁgr?%?egdg§£$#$#?%rgg% i s
supported by cover 210 in a channel 214 fornmed in the insiqg su%fﬁﬁg 216
of t he teowss\ 219 that opbr bRDHAAZ kAt PLYPRFHY 20951 EioppdsinFhanne -
channel 214. In another enbodi nment, strip 212 includes feet 220 projecting
from t he botTen shsleribénstmape2idl @Ai th adbepedstof thej hop perfacescP22
formed in the bottom surface 213 of channel 214. The feet 220 al so serve

to Sta@ﬂﬂ%ﬁf2f§“b?95fé£08xﬁh@hé,2&ﬁ haheeliati or,t alcaraat2d6lpndokeap t he
strip 212 fromsliding out of the channel 210. In another enbodinent,

tri 12 b ig i L T tri
212 camentsohre Tabdpostt SAPHDE ke B gh s, SR e e e fes of
strip 212. Positioni

ng nmenbers 226 -22 28SE §004 are.tecej eg y recesses

227 foﬁﬁ%fq?ﬁ@héos?8e§05ftEh&HﬁEFf?fﬁ v ﬁeg ﬁrErPRSEtéggiB¥2 Egis
properly positioned in channel 214. The absorbent material 20 ishadhered to
the tomptmorbent ohateripp, 228 mentiepcdxakpre- ahli@rpatiyegy, the
alternatively, by a heat spot weld. It should be understood that the
adhesi wrili&sive 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 as discussed above.

The base 230 supports a slide carrier 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.

In one embodiment, slide carrier 232 is press fit into 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

212, projecting from the sides of slide carrier 232 to ensure

that slide carrier 232 is properly positioned in channel 234.
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selected so as not to interfere with the properties of the abggFpen:
material, as nentioned above. Alternatively, the adhesive can be hot nelt

F oned abov . hesi ve c; !
Cheart. T Y TR0 baPFAgE 2 Ao IRamaBR0 S KN R1 ARy Fd Resd 10" "

di scussed above. The base 230 supports a _slide carrier 232 capabl e, qf

hol di rEERBFAERAI PY yr 58| REsdAFiIdeHS r%ﬁ@béroroﬁe'?luir@gé’ i??zlrfg‘r %glgﬁ?de
carrier 232 corresponds to the nunber of pieces of absorbent material 20
on strd(®p 2iZplappowhed bheckitr 2200 isTinpegleidd@ndacliosed.32 Woktei athde
slides 40 is supported by base 230 in a channel 234 formed in the top

sur f aces pf i ORS23230s heldona enbadigle34 9n dasea3iter (42 top psesfatet
into channel 234. In another enbodi nent, slide carrier 232 includes feet

are pratd B BEHEEER a2 35, 05 MR MR S p b Gt Bagr galRg °

234. The slide carrier 232 ca l.so J el ude,. positionin nga% rs,.simlar
to pos‘F‘WBﬁ?n@rﬁBﬁBeFéoféé‘goﬁ%s?ﬂﬁ:p é@iz g‘rld]pgeecrt irﬁ?%srstc)%ﬁt Esﬂn%gsbgf
slide carrier 232 to ensure that slide carrier 232 is properly Egsitioned
in chapnevided. to2gaci}ifadeptheodnsmdian it HaMsrabot | Hieydsddss
plurality of slots 240 separated by ridges or dividers 242 for securely
hol di ngosFirdms s14Qei caphdee @3N the kit 200 is opened and cl osed. Wile
slide carrier 232 is held in channel 234 in base 230, the top surface

In an alternate embodiment, the slide carrier 232 can be
hingeably attached to base 230. 1In 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 above for
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
placed in a one milliliter of Universal Collection Medium.’ An

aliquot of 200 microliters is removed from the solution and
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244 of dividers 242 is flush with the top surface of base Zag gE fhsure
proper closing of kit 200. Finger recesses 250 may be provi @ ?3
facilitate the insertion and renoval of the slides 40 fromslide carrier

232. In_an al ternate enbodi_nent I, Cakli.gf | Oeakd Y
_ attache@?%lﬁgstozgg.e Isﬁrgﬁé:tehgrf tte:pl 0 ﬁr%g%f %?héﬁ g:i%?%es ﬁbhg?gpi nserted .
into separate, individual s]ots fﬁrned in. the se 230.itself. ghfsnethod
of applg@ng Thesheakiera sevice {0 ¥3p SLoskd s GHRA* IR ¥F %1 £ 20 and
filter 22 and transferring the sanple to the slide 40 is identical to the
met hod sesondbedhiieve foomtrdid edogknaunie ofenr@ssiye Wah apRlked. 200 one
| ab technician or doctor can prepare multiple slides at the sane tine.

Once t hg1$88PLOS wale e Hetioved Erdnt thes lhotds-farmn derepee i) ahd Bhedes
may be individually analyzed or stored in slide carrier 232 for future

anal ysi ﬁgg%wﬂl&@ SGARAR ¥l dOMENE O 3AR MR i c268C6pE .

sanpl e ken from a 'female patient and placed in a one mlliliter of

Uni versal. Col lection Nedium' An _aliquo ; ' i Srb§ gd
fromthglgol &Iﬁ At - 4“%%%’!99@?1 O%pc%f eduTZagpt efi's%rft)%%% 5% tﬁgnﬁ“l ter
22 of the book-formdevice 10. The book-form device 10 was cl osed for
appr oxi metblog o e dRESEH: |G ol | ed amount of pressure was
applied. The ‘

Fig 6B was taken from archived routine Pap smears to show

the morphology, distribution of cells and staining of stored
samples fixed to slides for comparison. The morphology 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 conventional Pap 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. UCHM vs. Conventional Pap¥
Case ID- Conventiocnal Fap UCM Manual Pap
1M WNL : WHL
2w LSiL HSIL
kil WRL WRL
4w WNL WNL
5W WHL WNL
&w - WRL WNL
™ WNL _ WRL
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slide 40 was then renoved fromthe book-form device 10 and9t Erﬁh P BRP! e was
fi xed, stained and placed under a light mcroscope. Fig. % ows t he

nor phol ogy of cer vircat—geH-s—preparegby—ther—nethegret—thepresent
invention. Fig 6B was taken firomarchived roptine Pap snearg to show the
nor phol ogy, di'strilbuti of¥ of cjel | s arfistai ni hg of s¥dred sgnples fixed to

slides for conpariyeﬁr-ﬁme—ﬁﬂ:ﬁhekegm;e#—khe by the method
of the present invention sho better quality and nore evenly distributed

cells with less ingterf8Rfence fromadebris than the @nventi ¢gnal Pap snear.
Table 1, bel ow, shg +son—egfPap—sHdes—+rgmthe—ganme patients

made with the conv=ntioﬁal Pajp snear techni que and the UCM|book-form

device Pap slide téchniyde. These redults dénonstr@te conpllet e agreenent
bet ween the tV\D pl‘ diuroc  Tahl A AL ||f‘Ll (WE f‘nn\lnnf 1 nnal rp* Case ID

MO 1 1 VO UTTCAT G

\VA v | w
Convent i onal Pap ué | Manual _Rap RN 2W ] LsT LHSPE 3VRLWRL 4ViARL VKL
SVWARLWAL  6VWANLVARL T VARKI =25 2 8 SmP 2004 WL

100% Agreement

Key:

WNL - Within Normal Limits

LSIL - Low-grade Squamous Intraepithelial Lesions

HSIL ~ High-grade Squamous Intraepithelial Lesions

ASCUS - Atypical Squamous 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. Thus, 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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SWANLWAL OWANLWAL | oWMNLWAL 1191WALWAL.  12WANLWN
: L 1391VAL
ISWANLWAL 100% Agreenent Key: WAL - Wthin Normal Li mts% ﬁé{%@%v\/\\:\lgrade

Squanous Intraepithelial Lesions HSIL Hi
_ : _ _ L - gh- grade Squanous
I ntiaepithelial Lesions ASCUS - Atyji&élena@uanous Cells:of Undeterm ned

. Significance it will be apparent to-Those skilled i : i

ni f _ be in the art th

nodi fications and variations can be made in the deyice iand.met EE) \(;?r![ggs
pr esent siviMant Gt gei Fhout Ddep&rinery Prom Bhe™ Spir i‘"ﬁe"the‘%E“(%gg%ﬁ ??le
| nvﬁn%g??jrcgqué%téltog%ZSdr@teSﬂ%e-dAtmtd bh&aupPi@s eNibst aveinsi and Suhraéesy al |
suc at rons variations wthin. the spiyit.and,scope of the
appenda@d8i diods. 94l Patt MBEER 1Sy AP Tt REr ref erences cited or

e: . . , o 1
zgsglr:)rzggzv%gplgerﬂasgﬁqﬂheﬁgﬁhgtﬁenwporﬂtdemﬁler Bempipplagyt 8nhyFPPEEFence.

/

" New T@@ﬁﬁm@gﬁgggfﬁlgﬁv‘@ﬁ%& ccﬁ%iggey:FThe( Maﬂe)ge @— AR 81 caRavathologi(sks D. ) ,
interlaboratory comparison program experience”, Arch. Path. Lab. Med. 1992,
vol. 116, pgs. 903-907 which is incorporated herein by reference.

}van der Graaf Y, Vooijs GP, Gaillard HLJ, Go DMDS, “Gereening errors in

cervical cytological screenings”, Acta Cytelogica, 1987, vol. 31, pgs. 434-8;

Dehner LP, “Cervicovaginal cytoleogy, false-negative results, and standards of
practice”, Am. J. clin. Pathol, 1993, vol. 9%, pgs. 45-47;

Gay JD, Donaldson LD, Goetliner JR., “False negative results in cervical
cytologic studies”, Acta Cytologica, 1985, vol. 29, pgs. 1043-1046; and
Morell, WD, Taylor JR, Snyder RN, Ziel HK, Saltz A, Willis S., “False-
negati;e cytology rates in patients in whom invasive cerviocal cancer

subsequently developed”, Obstet. Gynecol., 1982, vol. 60, pgs. 41-45 which

are incorporated herein by reference.

4 Further information about the operation and gfficiency of the ThinFrep®
method is set forth in Obstetrics & Gynecology, Vol. 90, No. 2, pps. 278-284
in an article by Lee, Ashfagq, Birdsong, Corkill, McIntosh and Inhorn titled
“Comparison of Conventional Papanicolaou Smears and a Fluid-Based, Thin-Layer
System for Cervical Cancer Screening” which is incorporated herein by
reference.

5 further information about the UCM is set forth in PCT International
Application No. PCT/US98/26342 (European patent application number
98962066.1), filed on December 11, 1998 by Attila T. Lorincz and Yanlin Tang
for a Universal Collection Medium which is incorporated herein Ly reference.
¢ further information about fixation and staining methods and materials used
is provided by the Realth Care Financing Administfationand set forth in “The
Tutorial of Cytology” by Wied, Keebler, Koss and Reagan t1998, pps. 580-583),
and in “Comprehensive Cytopathology” by Bibbo, (1991, pps. 882-892) which are
incorporated herein by reference.

? Further infermation about the UCM is set forth in PCT International

Application No. PCT/US98/26342 {European patent application number
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Cervical Cytology Screening: A Wrd O Caution”, Cbstetrics ppgrfppecol ogy,
1999, Vbl 94, pg.1l, which is incorporated hereln by reference. 2Davey DD,
Ni el sen Rosenstock W_Til de [

rm no eci Jagy in
Cer vi SBOREHSAT cyRrOogR CPRE HudsSf FrbrHLR ?frfdﬁaa. L RfISIHERY
interl bor or sqQn _pr am experi e a 1992,
vol . a'éf% "%56%@8511?/&%18ﬁ hsi)eCH"]'mr'l'c@‘r gr%st gggﬁ?rdgaw b ng%fé\%\q}gﬁ der
G aaf Y, VbOIjS GP, Gaillard HLJ, Go DNDS "Screenlng errors in cervical
cytol ogi cal screenings”, Acta Cytologica, 1987, vol. 31, pgs. 434-8;
Dehner LP, "Cervicovagi nal cytol ogy, fal se-negative results, and standards
of practice", Am J. C lin. Pathol, 1993, vol. 99, pgs. 45-47; Gay JD,
Donal dson LD, CGoetliner JR, "False negative results in cervical cytologic
studi es”, Acta cytplogica, 1985, vol. 29, pgs. 1043-1046; and Morell, ND,
Tayl or JR, Snyder RN, Ziel HK, Saltz A, WIlis S., "Fal se- negative
cytology rates in patients in whominvasive cerviocal cancer subsequently
devel oped”, Obstet. Gynecol., 1982, vol. 60, pgs. 41-45 which are
i ncorporated herein by reference. 4 Further information about the operation
and efficiency of the ThinPrep(r) mnethod is set forth in Obstetrics &
Gynecol ogy, Vol. 90, No. 2, pps. 278-284 1in an article by Lee, Ashfaq,
Bi rdsong, Corkill, Mlntosh and Inborn titled "Conparison of Conventional
Papani col aou Snears and a Fl ui d-Based, Thin-Layer Systemfor Cervical
Cancer Screening"” which is incorporated herein by reference. 5Further
i nformati on about the UCMis set forth in PCT International Application
No. PCT/ US98/ 26342 (European patent appl ieati on nunber 98962066.1), filed
on Decenber 11, 1998 by Attila T_ Loerincz and Yanlin Tang
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for a Universal Collection Mediumwhich is incorporated herein by
reference. 6 Further information about fixation and staining nethods and
materials used is provided by the Health Care Financing Adm ni stration and
set forth in "The Tutorial of Cytology" by Wed, Keebler, Koss and Reagan
(1998, pps. 580-5B3), and in "Conprehensive Cytopathol ogy" by Bibbo,

(1991, pps. 882-892) which are incorporated herein by r@fle5EPrifli. 7Furt her

i nformati on about the UCMis set forth in PCT International Application
No. PCT@H§$§/26342 (Eur opean patent application nunber -27 28SEP2004
98962066.°1), filed on Decenber 11, 1998 by Attila T. Lorincz and Yanlin
Tang fqr ?,Universal Col I ection Mediumwhich is incorporated herein by
referend® @Bg SEP 2004 Clains We claim 1. A device for facilitating the
preparation of cytology slides, the device conprising, a first cover having
an i nsi de sufrdsvice for faciligting thepeaparation afcxelogy,slides the davice COmpRsingt er posed
spine, said first and second cover pivotably secured to the spine so as to
be fol dabl eafirst cover baxdhg awinside ayrfdser of an open and cl osed position; an
absorbent material nounted on the inside surface of the first cover; a
filter, the &bdcord coneehiviygad insidabmrfacbent material; and a cytol ogy slide,
wherein the cytology slide is renoveably nounted to the inside surface of

the second cayRlerpdse@ ssihé, daidTRitadd B&ohd toVee givefablynecirediote spind s tobet he
second cover to
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
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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contact the filter when the book formis in the closed position. 2. The
device of claiml1l, wherein the filter is polycarbonate. 3. The device of
claim1l1, wherein the absorbent material is a polyvinyl acetal foam 4. The
device of claim1, wherein the absorbent material is 100%3ptynn fiber. 5.
A device for facilitating the preparation of cytol ogy slides, the device
conprising: a first cover having an inside surface; a second cover having
an inside surface, the second cover hingeably attached to the first cover

t f al | e .i £ d
positi oA e stbpf 3Rk, e hieCheliEosBheB SRR RIsfucSlurlls ARELDEB SO (|
: filt, filt I h b bent terial; d
oyt ol oggonast ittt e wheniEe woAkTPug R BPEIR eabl v rount od to ¢ he
inside surface -29 2 8 SEP 2004 of the secaond cover, the slide Qei n
posi ti ofed omhe¢ ﬁ@lm%“%m%@@?ﬁfﬁﬁé°%°§§dﬂ@8°&5‘\‘/épa“thﬁdt%§ﬁt‘w #PYh the

filter when the book formis in the closed position. 6. The device of claim
5, wher &y n hirige comprising @ vinglej continvpsPisicy. att ached to the second cover by a
hi nge conmprising a single, continuous piece. 7. The device of claimSb5,
wher ei n7t he fThé dévieeoflaiins, whegirathe firsh tover idtdngeablylattached tnthe seooed covey a

hi nge conprising a plurality of interconnected pieces. 8 A nethod of

prepari '39afhyrtge:c_@ﬂysﬁﬁh%dsﬁmlttylefﬁwr&zmdeaamwes.i ng: conbining a cellular

sanple with a |iquid-based nediumto create a solution; renoving an

al i quot of r om,t LQn: [, | &ti on device conprisin
a f?rst Bover 'ﬂ%?‘ggﬁnﬁ#ﬁﬁg@wg?ggﬁ@? ApRLRpALTE s J

second cover having an inside

f , id first ' h h
¢ Lo be 1ol panbiieRtyERRHS SN RS RUARN ARG R SEREY \°) 0% o

I nsi de surface . .
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 aliquot contacts the slide; 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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of the first cover, a filter, the filter overlays the absorbent materi al
and a slide attached to the inside surface of the second cover; applying
the aliquot to the filter; closing the book formso that the filter
containing the aliquot contacts the slide; and applying a pressure to the
first and second covers. 9. The nethod of claim8, wherein the |iquid-based
mediumis a Universal Collection Medium 10. A device foiﬂﬁé@ﬂmutating t he
preparation of a plurality of cytology slides, the device conprising: a

cover having_an_i.nsi : s 30 28SEP2004 a base having an inside
surface; an P%Ps rh oglgg‘"?\ﬁ\%%?ﬁg%ﬁ’d cover and base pivotably secured to the

hi nge so as to,be fqldable.jnto a  book .formc I fi. d cl osed
position; a BPW%{'P?SFg hmea%édo?oﬁgﬁaf“d Y tﬁmﬁ%ﬁ?@(ﬁgﬁg l}lﬁ% sl%%giq%g@surface
of the cover; a filter, the filter overlaying..he absorbent material; and
a pl uralfq’lﬂﬁb'@fﬂt‘éyb@?]bfg?“ﬁﬁ’ﬂ?&?faém@&F{‘ﬂ %ﬂ?g%‘“‘i"ﬂe corresponding to one of
the absorbent material nmounted on the cover, wherein the cytology slides
are nount ed eelurdlity ofighsarbenumatadal mguntedina theyinside surdace of the€o¥d; ng posi ti oned
on the inside surface of the base to contact the correspondi ng absorbent
mat eri al and atfileer, the fileer owerdayirtgitbe dtsotbefitomateiial; and t he cl osed position. 11.
The device of claim 10, wherein the slides are renoveably nounted on the

i nsi de surf agglurslity bh?mblagﬁslidb&-eaa'm@jtﬂ_ﬁg}i slidle @brrespeiding th, onefud thei absarbents| i des
are renoveably nounted to a slide carrier, the slide carrier is renoveably
mount ed pto.fadfolited Of thWol&C Fherkin e cR8RBy slides are mounted to the inside surface of

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, wherein 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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13. The device of claim1l1l, wherein the slides are renoveably nmounted to a
slide carrier, the slide carrier is hingeably nounted to the inside
surface of the base. 14. The device of claim 10, wherein the absorbent
material is nounted to a strip, the strip is renpveably nounted to the

i nsi de surface of the cover. 15. The device of claim 10, MhERPel 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.s I | £,.0: :

absor bedf. nagealidapmalﬁaswmbl@é?r ys Withdhe devics %@ﬂﬁtlﬁesagdg%‘geﬁ %P%np}ngmlﬂwgt e
closed position. -31 28SEP2004 17, A slide carrier su{éable f.or use with
the devipheality of slatsiforl®]dinga plusslityief evtelpgyeslides vhgerimie slde,aen ' t v of slots
for holding a plurality of cytology slides, wherein the slide carrier is

r enov eahioveablyintobnted tb ke tasesef thé devies. devi ce. 18. A strip suitable for use
with the device of claim 10, said strip holding the plurality of absorbent
gﬁt eri aljg, Whey @i stitiBleSfof s with the deviead! dfaimoidy saidistrip holdinghe phirdity ohe

evi ce.

absorbent material, wherein the strip is removeably mounted to the cover of the device.

-32-



