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Intended Use;
Checheell and Checkeall (Weak) are used o confim the valdify of negaiive
anfiglobulin tests,

Summary of the Test:

The enliglobufin fest is the primary means by which many red cell enfigen-antjbody
Interactions are detacled.!? This technique Is performed as & routine part of anjlbody
detection, aniibedy identification and crossmatch lests. Antiglobulln reagenta can be
rendared noprsaciive by unbound serum Immuneglabulins, For (hls mason, K Is
gseential that appropriate contrals ba Inciuded to ensure proper paifarmance af the
reagant, Checkeell and Chetksall (Week), poels of group O red blaod calls sansifized
{coaled) with JgG, is used to conlim the validity of negative anflglobulin tests obiained
with Anti-Human Globulln that contalne an anti4gG comparent, eg, polyspsclfic Antl-
Human Glabuln, cligespeific Ant-lgG, menozpecific AnlHaG (heavy chaln specific).

Principle of the Test:
Negative anfiglebylin results are vajid only when active Anti-Human Giobulin has baen
added to tubes containing sufficlently weshed and upsensitized red blood cslls.
“~ely negative results will oceur If the Antl-Human Globuilh has been:
‘Inacilvatsd by residual serum globulins faljowing Improper (incompleta) washing
- of test rad biood cells, : )
¢ Inactivated through reggent contaminalion priar {o testing, or
3. omifted from the test systam, ]

Checkezll of Cherkeell (Weak) js added to all nagative anfigiohulin tests, Anti-Human
Giabufin that does nol aggiutinate properly weshed red bload cells 1y an ardiglobulln
test shoutd remain In the activa stale and should be capabis of agglutinating Checkcell
or Chigckaell (Weak). If Antl-Human Globulin has been omitied from tha lest system,
of it hes been inactivated, no agglutinalion of the Checkcell or Checkeall (Weak)
reagent will occur. Teats In those tubas In which Checkeell or Checkeell (Wenk) s
negalive must be repeated and the original results considerad Invalld.

Reagents:

Checkee]| Is 8 sngla vial pool of group O red blood cells that have been senaliized
with an |gG antbody. These red blood cells have been prepared g3 B 4-6%
syspenslon In 2 buffeled preservative solulion containing Bdenosine and adenine o
tetard hemolysis during the deting period,

Chackeal| (Weak) 's a eingle Vial paot of graup O [pd bload cells that have been
sepsitized wilh an lgG antibody, Thesa red bloat £alls have been prepared as 2 2:3%
suspension |n @ buffered presaryaiive solufion contalning adenosine and adenine fo
retard hemolysis during the dating perlod. Chackeall (Weak) providas d more senslfive
Inclication of parfial peulraization of e anti-ig® component ef Anti-Humen Globulin,

Chioremphenicol (0.28 mglmi), neamycin sulfate (0.1 mgiml.) and gentamycin sulfate
{0.06 mg/mL) are addad as preselvatives,

Precautions:
Far In viira dlagnaslic use.

No US standard of polency.
~-gpend the red biood cells before Use by gently lnverting the vial sevaral imes.

e 8t 1-10 C when nat in use. Da nat (reeza of expose lo elavated temparaturas.
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Antiglobulin Control
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Red Blound Cells

Avold contaminating this produet during yse. Contsmiination will adversely affact fha
product's parformance during it shelf Ifs. Do not use contaminated reagenis. Do not
ude beyond the expiration dale, Po not use (eaking vials. Po not use unlabeled viajs.

Anliglabulin conirol calls should not be used if the ¢ells darkan, sponlEnasu:
or Ifthere s significant hemolysls. Stight hemalysls may occur \;Ilﬂ':o aréa,mp ol cbmp.

Handte and disposa of reagent as If potentially Infectiaus.

CAUTION; ALL BLOOD PRODUCTS SHOULD BE TREATED AS POTENTIALLY
INFECTIOUS. SOURCE MATERIAL FROM WHICH THIS PRODUCT WAS DERIVED
WAS FOUND NEGATIVE WHEN TESTED IN ACCORDANCE WITH CLIRRENT FDA
REQUIRED TESTS. NO KNOWN TEST METHODS CAN OFFER ASSURANCE
THAT PRODUCTS DERIVEDP FROM HUMAN BLOCD WILL NOT TRANSMIT
INFECTIOUS AGENTS, THE PACKAGING OF THIS PROPUCT (DROPPER BLILBS)
CONTAINS DRY NATURAL RUBBER,

The farmat for the expiration dals Is exprassed as CCYY-MM-DD (vesrmenth-day).

Procedure:
Matorlals Provided:
Checkeell of Chégkosll (Weak), in droppar vials ready for uss

Additional Matarials Requirad;
1, - Test{uberack
2. Semlogle cenfrifuge

Test Method

1, Perform direct or Indirect anfiglobulin procedures according 19 In-house
standard operating procedures.

2. Gently inverf the vial several {imes fo achleve a complete resuspension
of he red bjood calls. :

3. Add 1 drop of Checkeell or Checkeall (Weak) o each negatlve

antiglabulln test, NOTE: lgG-sensitized red bleod cells should be used

to confirm the validity of negstive reactions obtalned in tests employing

gither uncolored or green colored Antl-Human Globulin. The presence

of green dya In a tes! is only an indicallen thal Anl-Human Glebulin has

been added. [t doss not provide assurance ihat the reagent js reactive.

Mix the contsnts of each tube tharoughly then centrifuge each tube,*

Gently suspend sach call button and examine macroscapically for

agglulination. Record results.

*Syggested centrifugation time 15-30 seconds af 900-1000 X g or & speed
and time appropriate for the centrifuge used.

o~

Stabllity of Reaction;

Fallowlng cantrifugation, all teats should pe read immedialaly and rasyits interpreted
without delay. Deleys may result (n dissocleifon of antigen-anfibody complexes
Isading lo falssly nagetlve, or at most, weakly positive reaclions.

Quality Control:
The reactivity of Checkeall-and Chegkrall (Weak) can be datarminad hy tesiing ihe
reagent In the following manner.
Positiva Control ~ 1 drop of Bhackeell ar Checkoall (Waak) plus Anti-Human
Globulin In the ameunt specifled by the manufacturer's product nssrt.
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:l:lg;ﬂva Control - 1 drop of Checkeall or Gherkesll (Weak) pjus 2 'Adro‘psv of

<

I the calls fall o resct the positive conie, o i hey. resctIn tha negative contrl,the:

cefls shevld not be used.

Interpretation of Results:
- -iya: agglutinaiion of red bload cells
fve: no agolulination of red blood cells

cxaflUination of 2+ or grealer |n esch previously negalive anliglobully {sst Is an
indgzlion that the Apt-Human Globulln was added to each test end was clive during
testing. :

Agglufination of less (han 2+ Iy each previously negative antigiobulin lest may Indicate

that the resulls ebiained may ba invalld and the fests should be mpoated, Reactions

of less than 2+, when conslalently obfalned, are an [ndicaton thet the washing

mﬂl?dhréaggﬂ;ugaﬂon spoed or resuspenslon methads ysed are not optimal, (See
A )

NOTE: Waaker agglutination of Checkeell or Chackeall (Waak) than I nomelly
observed may Indicate parial neutrafization of the antiglobulln reagent Partlal
neutralization can lead fo a loss of abllity to detect weakly reaciive anfibadies. Tests in
those tubes in which thera iz no agglutinailon of the cells, or ars where the cells are
agglutinated much mors weakly than expected, should be repeated as the ariginal
fesulls mey be invalid, '

Limitations;

A positive result ebialnad with Checlecell pr Chiackeal| (Weak) reagent red blood cejis
does nol ensure that the antibody deteclion or identification fest was performed
prapetly or thas the test was sufficlently senallive 1 defect all unexpecied entibodies
present in & lest serum.

Chackeal| and Chackeal] (Weak) wil only demonstrate the ent4gQ adlivily of an
anfiglobulin reagent. Thls product should net be used lo valldate negalive results
agtgin;d wilh Anli-Human Globulin reagents lacking antl-lgG, e, monaspedliic An{l-
Cid el .

Checkgell should produce maciions of 24+ and Chefitall (Weak) should praduce
reactiona of 2-3+ In B properly calibrated test sysiem. Failure to achieve the stalsd
rasulfs Indicates the test systam is not performing optimally. Most fraquently, weak

\is are an |ndication e washing technigue (s not sufficlent (o remove all

aminating serum protelne. Increass the velume of saflne used or, If employing an
__.omated cel washing device, Increase tha number of washss, Tha uza of {est red
blood call suspenslons that are heavier than 5% can also cause an undesirable
reduction in the strength of agglutination obtalned with this reagent,

Specific Parformance Characterlstics:

Before rejease, each lot of Checkeell and Checliall (Weak) Is fesled by the Insert
method and shown o giva a standan reaction with Ant-Human Glabulln eontalning
antHgG. The parfarmance of this product fe depandent upon adhering to the Inserts
recommended methedology. Additionel information regarding testing performed &t the
fime of manufeclure may be fumished upon request by consulling Immucor's
Technical Servies at 800-402-BLUD (2583) or 770-441-2051.

The expiration date 1 set at 60 days from the dats of manufactura which 19 the earliest
data {hat blood s withdrawn from any donor used [n a component of the product,

Bibliography:
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Suimmary of the Test:
Tha mnfigjobulin et |5 the primary mazne by which many red cell anflgen-anfitedy
e | parformed as a routiha part of Brhody

of neg
with mmqoummmuns 4G odmeona, &g, wiyspacific Ank-
Hunmcmm.oﬁw‘pocmmm.ni"onmpwmwmw Eln spenific),

Principle of the Test:
Negative antigiohuin ramife ara valid only when actve AnikHumen Globlin het h-ﬂn
conlalning sufficlartly wi snd uqmllzad blogd ol

Fgliaty nagedve muls wi ocgtr if e Ant-Human Globulin hea
. Inactivated by mejdua) obiins following hwmr(!nwmphln) woshing
| of tesred mum.

2, Inacivaid though reagent comalrintion priof 1 festig, o
3. omifred from the tees eyshem.

Creckcall pr Checkoot (il 1s addenl © o) fapariva orriglobufin iSsta. An-Human
Globufin fhat doas pat agglurnate propefty washed fed hiood. aclis In 2n arfipiobulin
{=xt shobld W£ H}; :mu sias 3: Bmunu be m:‘l“em:udm&n Cheokosl]
r Chashel man s

of [t has bean inectivated, o eohuination of the Checkesl mcwnwwn
reegan wi poaur, Tk in M tubes In Which Checkosll o Chwckenl] (Wasld Ju
s Mk be repaaind ad e Oriainal resuits ooneldared fnvalld.

E

Chicramphenicol (0,25 ma/mL), mmvdn silfats (0.1 mg/mL) end genlamycn auffate
{0,084 mgiml ) ere added az presev 4

Procsutions!
| Fof ln vimo dieghostio Use,

Mo US standard of cotmay,
| Euspend the red bipod e=ils before use by gently inverting (ho viel savars) Hiec.
Siore 1y 1-10 C when not jn ugs, Do ot freeze or oxpoie 10 elevied tomperatures
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Avld onfpai i pfout g s, Corpaon wH xbeeey ffet the
wdudsmﬂommwdtﬂmﬂsmolruin. Do fiol yse conlamineed feagents. Do nay
yse bayond e expiration das, Pa noyuss valql& Dnmtu-urdlbeledvms

Gafls shopid ot be uead i he w!lsduym -unmsneoum dymp, _

Anthlabuin coiirel ¢
oflhhsfe s signitcant hemelyeia, Stipht hemolysls may ocpur Wi

Handla and dlspaga of feapant &s i polefitélly Infociiods.

CAUTION: ALL BLOOD FROIJUCTS SHOULD BE TREATED AS POTENTIALLY
INFECTIOUS, GOUR ERIAL FROM WHICH THIS PRADUCT WAS DERIVED

WAS FOUND NEGATIVE WHEN TESTED IN ACCORDANCE WITH CURRENT FDA
REQUIRED TESTS, NO KNOWN TEST ME'IHODa CAN OFFER ASURANCE
THAT PRODUCTS DERIVED FROM HUMAN BLOOD WILL NOT TRANSMIT
INFECTIOUS AGENTS, THE PACKAGING OF THIS PROQUCT (DROPPER BULBS)
CONTAINS DRY NATURAL RUBBER.

“The forma fof e axpiralkn date [a expressad as COYY-MM-DD {yearmontt-day).

Pmndllrl'
Nistirfals Frovl
Chemkealf nmnml (WeRK). In dropper Vials reay fof Use

Addhlonat Maturlals Requ]red:
1. Testiuhe rack
2. Sefolagl: enririfuge

Towt Mothod _ -

1, Parform difec! of indifact anligiobulin proeduree accarding & fn-house ™
standard aparating procedures,

2, CGenly Invertthe v{al aevera Umes o achieve a complate rastispansion
of the red bigod cal)

9, Add 1 drop af Coecteol &7 Checknl (Weil] o each rogalia
anliglobulin faat. NOTE: lnG-senstlized rad bload cells shauld be used
to confirm the validity of nagaiva reacfions ebislned In lests emp!cvlﬂﬂ
elther uneolored or gresn colerad And-Humap Glahulln, gl-sarm
of green dye In & test 13 anly an indicatlon that Antl-Human Globulin has
baen addad. 1} doea fiot provide assurance (het the reagent s razclive.

4, Mix ths contenis of each fubs thoreughly then cenbifuge each tupe.*

5, Genlly suspand each cell bution and exanine maczeacically for
aualuﬁnaﬂon Record msujts.

*Suggested cantfifigation fime 15-30 eeconds at 800-1000 x ¢ or & speed
&nd time epprapriats for tha cantrifuge userl.

Siahlllty ot Reaction!

FolWlm cenvtfunaion, ol taate shoukd be mad (mmediately and reaufie injerpreled
without delay. Debys may meaup | dissncintion of antiertanfibody comphxas
loading 1o falesly nepéativa, o af mosl, weakly posilive raclions

Quallly Control:
The reactidly of Chicktel ma Cheheal (Waek) can ba dejermined by tasing the
reagjery; i tha faflowing manne ..
Fostlve Control = 1 du of (gl ot Emionll (Waak] plus ArhHumen .
Glabulin fn the amount upedﬁed by the manutacturer's product insart
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(meyprejation of Results;

PRoajive: nafion of red blogd cetis

I mﬂwm-um of red blgog oufis

ﬁh\dzvmnm«lpemmuﬂynm sipiglobulin teet Iz an

Anfi-Human Globulin was added fo each tasl and wat aefive durng

s
i

NOTE;

obaapved may Indlcale partlyl neldralzation of the antiglobulin. yetgenl.
mmmmmﬂﬂwndamwummmlhm Tasisln

thoze whas In which there mumwmonnahormmunuutm

agiirtineied much Mo waskly than expectad, shouid be repsated a8 fie original

rasults may be vaid.

| A podM Pesl cblned wit Checkuetor Cele] W oegers ot s
dons ot ensim the the anfdady dateetion of Idepificafion bagt wea perdammed
propary o thej he et was sufficlenlly senlive Lo devect 2l unexpecied nibadies
present i & teet ssnim.
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Urndvlh Anmmm anbtﬂn magenie |acking erfHoG, eg, monospecifio Antle
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Chpkonil shold 24x Rivdyen
roaedong of 234 ;wdm c:’nlhrﬂ« mmﬁﬁn“ﬁﬂ?h"“« hatad
resils indicates (he Wt systam i net porforming opfimally. Most frequermy, weak
reautis are an Idication e weshir technique I:naumolantborunnw-ll

qohkamineting sanim pmhl

-llnmmdwlwwllm , Incassa th number of washas, The use of teci rtd
Riopd cell sushensions Mat are heavier thopy 5% can o cause an undealrsh
yéduetion ¥ the mmqmnmwhmmmmm thiz reagent,

Specific Performapca Chsractarintice:

Helore telerss, each lal of Checkenl| a0d Chechcol (Wank) la Lemed by the jnaen

methad and shown Ig ghe & §landand reection with ArkHurtien Glatlin canlbining

anH %Th-mnmn of thia product Ja depandent upen adharing 1o T Insarl's

recommended mathodalogy. Addillonal infortiation reparding eeting performed ol tha

e of mm(smn may ha fumished upon requost by comling Immuoor's
Mu at 800-492-BLUD (2983) or TT0-441-2051.

dat |2 2e aL60 daya fiom the dala of mepLfacaife which Is the eatast
}:g‘dl:wlwmnmmwdmmq I & componamt of fhe product.
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