TABLE 1: Cfnecad Sample Testing Arrangerient

Fingareticke  Wamnods Wiala Sanim
ik Blood Blood {Flasma Tuital
POL M 1 o K 0 =L
POL M 3 @ = i =8
POL M g AF i A
POL Mo d i 13 i i
POL Mo B # g 1 EF
POL Mo B &1 o 0 &1
POL Mo 7 v v 0 3
Refaramcs Lab @ B 144 154
In-hosiss v il 0 Bl
Todal 152 it 144 576

Vanous whitde blood samples waera estad with Consult Mononuckessis
Cazzabia Tasl and tha corraspanding sarumdplasma samplas wene tsted
with f commancially avallabla immuncchromatagraphic hatarophib
antihody assay (Predicatal kit Whan a fimgerstick blood sampla wes tsted
with Consult Mononucleasis Cassatie Tast, wanais whok bicod was drawn
froam tha sams: patlant a1 the sama tima, The plasma or ssnm was than
praparad from esch vanous whale hlood samipls and ron esing Consult
Maromniclecss Cassaiia Tast, Consul Monanuckecsis Cassatta Test rasults
ware comparad with tha commarcially avallabls immdnechramatsgraphic
hateraphile antibody aesay (Fredicatal tast resulis | Tabk 35 Inotha case af
sAMIMplasma samplas, aach samipa was nun on Bath Cansull Monanuckao-
sla Cassatta Test and the commarcially avadlala immuncchromatographic
hateraphils antibody assay devices, and tha rasults wara comparad {Tablks
4, Tabds 2 combines bodh resulis shown im Tablas 3 and 4.

Tabls £ shows thiat the sgrasmant batwasn tees nsts was S20%, (BTIVSTE].
Consul Mononucknsls Cassette Test demansirated a relstive spacificity of
BEEMN (ATIES| and & ralatkea sensibee iy of =33 5% (31/817), Tha resulis
ohtaingd with tha Consilt Mononiclhaas s Cassatte Tast cornalated well 1o
tha mesits chtained with tha commarcially seallabk immsnochromsto-
graphic hatarophik antibocdy asaay test,

TABLE 2: Totd Specimens

Pasitive  Megative Teral
Cammercially availabla Pagilive 20 W] b
i s hrormateg raphic Fagative ] 473 486
hetsraphile anlibody assay
Tatal a7 470 576

TABLE 3: Whale Blood [Fngevatick and Fenows)

Positive  Magative Toial

Commarcially availablke Faaitive kL @ Ll
i e ReomEteg raphic Magativa b T4 356
hataraphile antibaody aesay

Toisl a3 dda 432

TABLE 4: Sernm or Plaaa Specinmens

Positive  Megative Total
Conmimarcislly availabila Paraitive 14 o] 14
imminachromEiographic Magativa qQ 130 130
hataraphile antibocly aesay
Tertal 14 130 144

REFERENCES

1. Davidsan | Serclogic Testing of Infectious Mononucksosis, J. S, Med,
fissoc, 100220 1537,

2. Evans, A5 History of Infectious Monamucleasie Am J Mad Sc 287985,
1974,

A Lsnnete, ET. Epstein-Earr Virus, Manuwal of Chinical Microbiology, Sth
e, Balows, &, o1 al |ed] American Sociely For Micrabiology,
Washington DC, po. 847052, 1931,

4, Grierson, H.oand Purtilke, D.T. Epstin-8ar Virus Infsctions in Males
wilh X-dinked Lymphopeolilecstive Syndreome. Snm Intarn Mes 1086588,
1507,

B Wilson, E.R., =1 al. Felal Epstein-Barr Associalsd Hemophagosystic
Syndrarme. J Pediatr 98: 550, 1921,

& Faul LR, ard Bunessl, WY, The Pressnce of Heterophile Sntibodies in
Infectious Mononuckeosie, dm J. Med Sci 18287, 1532,

7. Lenmatle, E. and Henle, YW, Epstain-Barr Vires Infections Clinical and
Serclogical Features, Lab Managsr 26: 23, 1947

o, Baily, GH. and Rallel, 5. Hemalylic Amiibodias Tor Shesp amd Ox
Erythrocytes in Infestious Maronucleasis, J, Clin leas) 14:220, 1336,

B, Flelcher, M and Woodlolk, B.J. Immunddogical Sudies of Infectious
Maranucleosis: lsalation and Characterizcation of Heterophile Sntigens
froem Hemoglabin-Tres Stroma, J. bremunod 107:042, 1991,

10, Panman, H.G. Seronesgative Glandular Fever, J. Clin Pach 21:50, 1554,

11, Fleisher, G.R. Texibook of Human Yiralogy, Balshe, RE. {ed) Liltletan,
Mass., PSGE Publishing Co., pp @E3-208, 15@4,

12, Evans, &5, &l al. A Progpsciive Evaluation of Hetsrophils and
Epstein-Barr Wirus-Spacilic gk Amibody Teste in Clinical and
Subclinical Infectious Mononucleosis: Specificity and Sensitivily of
Tuels and Pergislencs of Anlibady. J Inlect Dig 132:548, 1976,

13, Chin, T.OLY. Dasgnostic Crilera and Differsntial Disgnosis: Infectious
Euﬁr?qlf;;nsis, end &d. Schlossbarg, D (edl Springar-Varlag, Mew
o .

14, Hapds, W5, &l al Infsdious Monanucleosis and EpsteineBarr Vig
fissnciated Malignancies: Cisgnostic Procedures Tor Viral, Rickeitsial
and Thlamyedial Infections, Bth sd. Lamnnetle, E. H. and Schimidl, W,
(ad] American Public Maalth Sesocislion, Inc., Washinglon DG, 1973,

18, Hanls, G, ef al. Aelstion of Budkifls Tumar Sssccialed Hempes-lyps
Wirus 10 Infectious Mononuclsasis, Proc Hall scad Sci US4, Biod,
196,

16, Askinae, C., ol al. Posiliese Diffsreniisl Heterophils Amlitody Tast
Parsigtencs ina Symplomatic Patiem, J &m Med, Sssec 61452 15976,

17, Horwite, T &t al, The Specificity of Hatsmphils Anlibodies in Patiams
and Heaslthy Donore  with Mo or Minimal Signe of  Inlsclious
Mamanucleosis. Bleod 47:81, 1976

18, Hallee, T ot al, Infecticus Mononuchecess a1 the United States Milicary
Bcademy: & Prospective Sudy of & Single Class Cver Four Years, Yala
J Bl Med 3182, 1974,

18, Infecticus Maomamucleasis ard He Felstionship 10 EB Virus Anlibesdy. &
Jaint Inwestigation by University Heaslth Physicians and PHLS.
Laborataries, Br. Aled J 1718543, 1971,

20, Bauer, 5. amd Holl, G, Test Delocts Mononuclsosis in lnoubstion Periad,
finnual Meeting of ASCP and CAP, Thicaga, WMinois, Colober 18-,
1966,

21, Bashner, R.L ard Schuler, 5.E. Infectious Mononecksosis in Childhood,
Chinical Exprassans, Serologic Findings, Complications, Progmasis, Clin
Podiatr G203 1967,

22, Hemle, G amd Henle, W, Epslein-Barr Virus and Infsclious
Mamanucleosis. W Engl.J Med 200: 553, 18973,

23, Cameran, Do amd McBsan, LM, & Clinical Stody of Infsclious
Manonuileosis and Toxoplasmesie, Baltimore, The Williame and
Wilkine: Company, pp. 24-27, 1973,

Prinbad im U508 P-E2021.4

Aew. A 122001

rearcer o, M2

23 fndieddenl kit per bow

SPECIMEN COLLECTION AND PREPARATION

WHOLE BLOD:

al, Anticmagulatad Bload:

Whaols blosd collsciad ovar CFOA-T, haparnn ar EDTA can ba used, Mix whaolks
e Ery Indearaion ared usa intha tast a5 autlingd intha Tast Frocadum, Whoks
Wlead cam ba stored at 27 8°Cdor 24 hours, 1 tasting |8 antcipetad sfter 24 hours,
saparain plasma as catlingd baloas and freara at ar below -20°C,

Caution: Do it Treeze and thaw whele blosd; hossa byred bilsod cannad b s in this best

hi. Fingerstick Eload:

For ingerstick blood, prick tha Tinger and discard tha first drop. WVips the fingar
and coliest bload from tha second drog inihe sampls transfer pipatia up to tha
et Till lima {ZSUL). Folkwa tha Tast Frocadum,

SERUM OF PLASNA:

Usa serum of plasma obtainad Trom blood collected assptically by
wanpunciura inbe & clan fuba, § sarum or plasma fiter isolatas are used, Tollow
s manidaciuanr’s instrachons,

For sanim, no anticoagulant should ba usad. Far plasma, oollact tha whala biood
spenmean inke A wbs containing anticoagulant such as CFDA-1, haparin, ar
EDTA. For saram, bload should ba alloesd 4 cket ol moam temparaiuns (18%
247C) and than canrifisgad &1 1500 ¥ g for tan miretes &t raom mmpsraiins, Tha
sarm shaikl ba separaiad &6 s0on a5 possibla and mey ba tastad immed|aaly.

Ramova tha senum of plasma fram tha clat ar red calls a5 s0on as possiblke o
awld hamokesis, Whan possibla, chasr, non-hamolyred spacimans should ba
usad. Mildy hamokyzad specimens de not affect the ast rasall, Dut mey craats

an undesimabka reddsh hackgraund in tha result window, Spacimans comaining
any paniculate matier may ghea inconsistent mst rasilis, Such specimans
shouskl b clarified by cendrifugation prior o testing. Collect tha senm o plsma
in tha sampla transtar ppette up ¥ tha Black Tl ina (100LL Follow the Tast
Procadura,

Spaciman Staraga - Refrigarata all specimans a1 27 8°C untll raady for tasting.
H sarum oF plasma specimans will not e iasted within 48 howrs of collactian,
ey shoukl ba storad &t or belew -20°0, Spacimans shoukd ned b= rapsatedly
fropan and thawed. B spacimans arg 1o ba mallad, thay should ha packad in
appropriate shipping confainar as curmnly described by The carmnar sendioes
for handling of potantially infactices metanats.

PROCEDURE
PROCEDURAL NOTES

Thear tieest protacae] must b follewad in order 1o schisws optimel tesn
raAcTivity with apacimans. Follow the sesay protedune and slwaya pafarm
the taat undas caralully comtrallad conditions,

Al Conaul monamlclaogis Cessaile Tast davices, megents and
apafimans i aquilibrate 0o room lemgaralung babene tasting,

That Conauh monomucleces Casaatia Teal davice should ramain in il
aaalad pouch prics 10 18sting,

Do o Faisa @ lancat

To Avoid crogs-omamination, ues f rew, dispoesbla samgle ransetar
[pipsatta Tor aach spaciman,

Labsal tha davica with tha petisnt’s nama of contasl numbar,

Whan collecting Tingarstice blood, allow a Trea fow drop io Torm, Wipe
awsy the first diop and collact the sscomd diop, Do rot equsaze tha fingar
ton hard, Follow instructions under “Spaciman Collaction and Frepara-
tion,”

To add the Developar Solatien, Mol the dreppsar battle in a verical
PEitien abgva the LOWER END of the Sample Well |55 and dispenss 2-3
draas in b wall

Wildly hamalyzed whole Dlcod spacimens do mol Affect 1 1esl raelt, bt
Ay Crasle Bn undasirabla racdizh beckground in he el window

To avoid contaminatin, do mod touwch the Tip of the Devaloper Solution
drfapear Doitks 1o sKin or Conaull roronuciaogia Caesalie Tesl deicn

Usa accapied microbiolksgical practices for propar disposal of potentially
imfacticua test matariala amd disinfaction of contaminated aquipmant,

Aftar tagting, dispose of Conaul monanuclaoais Ceesatta Test devican,
aampka

Cormments ar Questions? B00-777-4903
Mamufactured for PSS Wiorld Medical, Inc.
4345 Southpoint Blud., Jacksonyilke, FL 32216
Made in the LS4

DIRECTIONS FOR USE OF SAMPLE TRANSFER PIPETTE

The sample rassfer pipatie has an sireent poabionad an e sdewall of the pipatie ko praida
aunealic ar wsting and sampie wiuse contol

Aor vani ragelebee volu=ns

el E
Folll T imecliomtees rotmd 4 e ooflec e

Mol Chrn e spacimen 13 dlrapm aabn e somueks Smwsfir pasetfe, fhe ninetds poll s

ek .'|’||'||II||I-I'I'I' el dea el v dpeciiint DN Nae it of Fllse il 1 sepeniesdel.

Caulion: Filling is sulomatss: D ned squmem o sasple ramsier papetie while filling,
Bwoad g bubblas,

= ~oul

STEP A1

Hold tha zamgla tranedar pipetie horizontally snd touch the tip of tha
pHpTia i The giimpa, The apecimen can be eiisingd Trom veculaings, tesr
o af Tingaretick, Capillary actisn will sutsmatically draw up tha cormect
s Tge 10 Till ling &ncl slog:

alEP 2

Toaxpal sampka, align tha tip of tha -
pipatia cvar the uppar area of tha Sampls
Wall {5 ol tha tast daviea and souesza tha

bulb. !l =
ol B o aoisged ghisss feal i, Bala’ I'|’|l'lrl|||l|1'l'-

panteally and place o finger apee dhe ven? bl

Than ahgn the piperte i sver the apper aree of - |
tha Sovmplr Bl (5] of (e tet diaace ond sgeonezs

e stk

TEST PROCEDURE

STEF 1
Ramova a test deviea from its pouch and placa on a &t s,

alEP 2

Collect tha sampla 1sing tha appropraia sampla transfar pipatte socording
1o tha volums of sampka ramuimd.

For whida blosd samsples, e the 28 L [red line] sample Iransier pipetse.,
For scrumyplasma samples, use S 10l jblack line] sampde Smnsthor pipeti. Fellow The
diractions lor sampling Lsang B samsple ranstor pipesie.

STEP 3

A 2-3 decge of Developar Soliaticn inie the ke area of te Sampla Wall {5,

= 0

alEP 4
Rizad tha rasults at B mirstas. Do nat resd fest afer 15 mimdes,

CONSULT"®

diagnostics 9

CONSULT ® DIAGNOSTICS
MONONUCLEDSIS CASSETTE

For in mitro disgoostic mae

f;lr II Flll'll.lli' _|ri'|rrmr.|'. ."!Ii'r.lnlf.hl. [EF ;ilrﬂ.lml'.l

Faped Hetoraphle Anfibody Teat for Infections
Monanuofooars

For professional and faboratery wse onfy
Femeenoa sy for the Oualitative Detection of
Infectinus Mononucleosis Heteraphile Antibodies in
Whale Blood, Sernime ar Plaame

Whale-Bload
Waned

FerumFPlazma

LA Compleaxiny: Moderate

sepnler o, SFF2

25 inelivielual kits per box

INTEMDED USE

Consult Mononucleosis Cassetie Test qualitatively dotects infoctious monos
rucleosis antibodies in human whole blood, serum or plasma specimens.
This test is imMended for use as an aid in the diagnosis of indectious mana-
racieosis.

SUMMARY AND EXPLANATION

Indactinss mananiclaoses () B an acina, salft-imitad, ymphoproliferative
disaass causad by the Epstaln-Barr vinds (EEV], Indection with EEV usually
oociirs earky in e with no recagnizabde diseasa, When primary infaction &
dalayad wntil yoiing adulthaod and sdalastenca, easvar, tharm 5 about &
50% chanca that [ will ocour with tha classic climcal manidagtations
assaciated with 1M, *4

Tha diagnasis of 1M is usually based on the evalsstion of charactenste
clinizal, hamatckagiesl, ard sarckigiesl changas. In most cases ol IM, clinical
disgnosis can ba mada from the charactenstc triad af Tevaer, pharyngitis and
carvical lymphadanopating, Lesting for 1 4 waaks, M may ba complicated
by splancmagaly, hapatils, parkcardits or caniral reraous Sestam
ineenivamant,” Rara Tatal primary infactians occur inpatiens with histicoytic
hamophegooytic syndrema! or with a ganatic X-linked lymphoprolitarative
syndroms® Hamatologic famturas of M includs mphooyicosis with
praminant atypcal lymphocytas. Becausa olhar dissasaes may mimic 1ha
clinical and hematalogical sympicms of 14, semalogical tsting i sssantial
far tha mos accurats disgnesis, SBarmlogicnl diagnosis of IN 5 damen-
stratad by the prasance of hatarophik and EEV amibadias in the sera af
patients. 257

It has baan wall establishad that most indiidisals expasad 10 EBY davalop &
htsraphila antibody responss, Hetarcphila antibodias maka g a broad
clags af antibodes which ara charactarizad by tha abiliby &2 e with
surfaca antigans prasent anarythrocygtas of diferant mammalian spacies. It
I nat kneean which spaciic antigan stimilstas thair production, It has bsan
A comiman practics for physkdans 1o usa the detaction of 1M hatarophila
amtibodias im i baod of patients a5 an akd inthe disgnosis of I, Consuh
Mononucksss Casseiia Test aaaey UDllizas an axtract of boving enphrocyies
which givas a greater sensiivity and spaciicity than similar exiracts
preparad Trom shasp and horse argthrocytas, Tha Forssman andlbady
Indarfaranca has basn known b ba minimizad by using the bBoving argihing-
ryta axtract ©8

INTERFRETATION OF RESULTS

FOSITIVE

Ona pink-purpls colored horeontal band aach af the Test pasition | T and at
Ahea Conbral positien 1T Indicatas that IM-spacihic atsraphila antibodas
hava basn datesciad,

= |onEenl

MO A it fesd et sy B e cer s e st pindpide sl don’
appenes o Mie Thet peadion [T awd af 2l Condeed postsen (O Aoy el of nik-nupde
vnfowresd hoovznidal fuad of fhe Ter postion (T, ol be reponted oi oo pedifve sesul, The
ety of the coloreel bama ab thee Tl poaittan (T naey b cbffereat froe the tntanaty of
e Bl o B Cnosdved pation (70

MEGATIVE

One pinkspurple colored horizontal bard at
thex Contral position 1C1, with no distinct
colored honzontal band at the Tast pasitian
Tl other than the nomal faint backgraund
color, indicabes fhe IM-specific hotarophils
antibadies hawe nat been dotosctod.

INVALID

A digtinel codored boriromtal band a1 b
Canlrel posiion |G should abeays appear.
Thes teat g irvealidd il rus such Band fseme 31
Thes Combral position 1T B

Comsaill mononucksssis Casssite Tesl s oplimimed o have s minimal
procone effes], Thessfons, specirmens conlaming & very high tiler of
antibady may produce 8 samewhal wesker sigmnal bul weould sl prodoce 3§
proEive resull, The sl does nod reguire any specimen dilticn, bt it s
recommendesd that the spscimen be dilued and rslestsd 1o canfirm the
ressu|Lin case 3 procone effed is suspected, The sl should be usad only for
Thes qualitatvs delection of hetsmaphils anlibady.

QUALITY CONTROL

Thara ara twe Infarnel contral Teauras in Cansilt menonucknsis Cassata
Tast. A cokamd contral band will always app=ar at tha Controd pesition (C o
ihe test has haan perfarmad carracily and iF iha devica |5 working propsrly,
This is considarad an intarnal positive procedural contral. & claar
hackgrownd in b rasilt window is considared an internal nagatia
procedural contmal, If tha test has been parfarmad comactly and Consuh
merkrnischangsls Cassetta Tast |15 working propsrly, tha background bn the
resUlt wirdoo will be clear, providing a distinot rasul,

Good laboratory practica rmoommands tha perisdic use of extarnal controd
matarnials 1o ansura proper bl parformande. Tha includad positive and
nagabra combrals can ba manin placs of sanam o plasma according 1o iha
tast procedure Tor this purpasa,

Usa tha 10)L {black fill ling) transfar pipathe when testing axiamal contrals
and sarumiplasma proficiancy sinay samples.

B e contrals da et perlorm aa expectad or th colaned control band dees net appear 3
fre: Conired pesifian {G), contact Technical Service o {B77) 866-9335,

PRINGIPLE

Caneult Manaonuckeasis Cassafle ani-alep anlibody test for IM smes direc
palid-phass immuroa ey echrakagy for the guslitetive detection of I8
hatersgihile anlibodies in human seram, plasme o whiole Dleod. In he st
procedure, 10 pl serum or plasma are scdded in the Sample Vel (51 ket
Beshia e result veindosy. For ingerstick or whole Blood, 26 plLoof Bloed is
pallsstad im A aampls Trareler ppetie and epoflsd in he Sampls Well (53 1 any
M- e il heterapbile artibocy s present in the eample, 0wl be caplared by
thee sntigen barv [bonane srythirooyte sxiracte) impregrated in e sl

mam beane, The deyelopes soluiian is then added m the Samplea Well 15) Az The
spsct e Tollovwved Ery the deyelGpser mroves: by capillary action ke the anligen
Bard, the saluticn malilices e dvs conpugated g ant-human Igh annbodies,
Weauali maian of The anigen band & the Tesl position (Thimn the resgd? wmdow vill
s orily whien the I-specifc hetergphile anlibody Binds o e exirscied
antgen abtarsd rim beyine argthrocyies &s the anbbaody-dhee conjugate
ponbmues B mone alorg e bl membras, it wall e 1o sndiber b aestesd
al e Conlrl poailion (] o generate 8 colormd band regandisss ol 1he pressnce
of I heterophile antibodies in the esmple, Tharslore, the prosence of b
pobanesd Bands, ore al The Tesl poailicn (T) ard the cthar al the Comral position
1Ch, inchicates a postive resull, while he sbeence of a colonsd bard a1 1heTesl
praiticn (T mdicates o negative resull,

MATERIALS PROVIDED

# 5 Consult Mononucleosis Cassatta Test Devices containing a
mambrang stip coetad with bowing @ryihrocyta aoract and B ped
imgragnatad with tha monecional mousa anti-human gk antibody-dye
coOnjUgata in 8 prodain matris comaining 0.1% sodum azids,

& 1 Davelopar Bxlution: Phosphate saling huffar containing 001% Sodkim
L7icka a5 praserdatia,

# 1 Meqative Comtrol Diluted Hurman Samim containing 0.1% Sadium
&7icke a5 A prasandathes. For pariodic use a5 ediemal control matanal.

* 1 Prositive Comrol: Diuted Human Senm containing 1M hsterophile
antibodies and 0.1% Sodium Azide as a preservative. For periodic use
as external contral materal.

* % {10 pLb |black ine) sample transfer pipettes for use with
sorumplasma.

* 2% (2% yuli pred line) sampde transfer pipetbes for use with whale blood.
#* 1 Procedurs card

= 1 instructional inso

Mraterials n'r;:.lr'.lwﬂ' Baet et fuw.l'.l'rfﬁnr:
= Qantrifugs capable of separation of Dlcod Sl from plesms
*  LAmced

PRECAUTIONS

*  Tha reagends inthis ki contain sodum azide. Sodiom azide may resc
with lead and copper plumbing 1o form highly caplosiee metal azides.
Upon disposal, flush with a large amount of water to provent azide
buildup.

*  All pabient samples should be handled as if they are capabds of
transmitting diseass. Shserve establishod procautions against
mikcrabiclagical hazards throwghout all procedures and foliow the
standard procedures far proper disposal of patantially infectious
SOECIMmEns.

*  Human blood and s products ane potentially infectious; handio with
appropriate procautions.
*  Forin witro diagnostic uss. Do mot use ather expiration date.

* Do notinterchange resqgents from diffarent kit lods or use beyond the
mipiration date. The reagemts in cach kit are tested by Cuality Control 1o
functiocn as a unit ta assune proper sensiliviy and maximum accuracy.

*  Use anly in acoordance with instructions supplicd with the ki

STORAGE AND STABILITY

Canault Memanicleass Cassatia Tagt BT ehould ba stored al 3 - 3000 (387 - B5°F)
Teat Dwvicss mcsl remmain in thaeir seaked podchas unol wea, D mal freana, Ths
soragn conditions and amabilicy daong given wera ealablished undss Thass
confinang

LIMITATIONS OF THE PROCEDURE

Tha mesults obimined by this kil yvield dat which maust ba used only as
adjunct b ather imloermation available G he phyaician

Althowgh meost patiends will have a deleciable homrophike ardibody level
withan threa weeks of infecticn, accasicnally & patiant with sireng eindeal
sans aof IM may ke langer than thres months o develop a dolectable
Il If durthar wsting is desrad, collkct additional spacimans sy T
e oyl reloe]

Somo megmonts of the papulabon whe confract IM do ned produce
mammurabla levels of hetaraphila antbody, Approsienataly 50% of
chikdren urder 4 yoars of ago who have 1M may tost a5 1M helorophile
antibody negaiiee. " EHY-specife labormabory diagnioss may ba halphud in
e s,

Somp indriaduaks ars reported to manbsin s low bl persstond el o
Istercghila antibodiag Ieng aftes thair primany illrsss. Hatseophila antibsod-
ies hurwe boen dotecied in Bood specimions taken more than onp voor afier
tha onsed of tha illness."” Such falss posines fest esubls ccocurmng i 3-3% ol
stienile can b axduded by E0Y-speatic seclogy,

The IM heterophile anabody bas boen asscowied with dsease slatos ather
dhan IM, such as laikania, coamegalovin, Burkinr's lymphoena rhaimatedd
arthribs, adenoyirus, wiral hepatts and Toxoplsma gondd™ In primary
indechons of adults wath chinically abypical disaases, EEV.spsarhic
laboratory dugnoss mey deda be belplul,

Corsult menionuclocss Cassetn Test for serum ard plasma s clesadied as
mrfarataly complas wundar tha CLIA B8 regulatons. Corsudl mononudacsais
Caseptta Test for the whole blood st is classried a5 waived under CLIA BB
requlabons

Dpin or broken'damaged pouches may produce seromeous resulls due o kil
instabality from exposure o mosture and showld be discarded.
D Pt L,

EXPECTED VALUES

I patiants with symploms inclicatng |, & poeitee betancghila antibedy
rosult s diagrioshic and no further lesting is necessary. Durmg the acute
phasa of illmess, IM-spacidc hatearophila anhbodies are datactabla in BO-B5%
ol I Games Mumoral responess o pimary inlections sppear e be guils
rapid. Moderate bo Fegh levels of hoterophinle smtibocdies are soon during the
st manih of illness and decrassa raphdly altes wieek four?

Pomtnes fost resulls may persist for mcndhs or even years due 1o e
prassrca of parsisiant |6 habarophik andibodies. " This may ooour warth or
vaithaul vy clinical symplimes or bemalclogical evidencs of 165
Corvrarsely, a confirmed holerophale antibody fest may andicyio an coouli
ineetian, =™ In fact, detacticn of IM prior o onest of dinical syrmptams has
bz ropoiried.

Sorna pabianis remasn persistently nagaties, avan tough thers may axist
Fematcdogicsl and clinical syidence of I In same of theas palisnts,
sorological evidence for a diagnosis of cplomegalovines: infochon,
o asencais, oF viral hepating, ae vwall aecthers, have baan found 72

PERFORMANCE CHARACTERISTICS

SPECIFICITY

Tha following potentially interfering substances do nod intarfare wath infechous

s somEs hetercphile snlibody determiraticns in Consull moranucksoagEs
Cassotie Test Asswy up 1o the bevels shoram bolow:

F T AR s 15 gidl
BIHPUBIM e e &3 mighdl
L T 1 gl
Togheeredis 1300 regrdL

FROFIGIENGY TESTING RESULTS

Yanous bHood was taken from 20 indeviduals. Free samples cul of fevemby veore
spikad wiih maononuckeosis posiive sarum. Plasma was saparatad from thesa
samples 1o et with Cansull maononuckeosis Cagseite Tesy it These epiked sod
unspiknd samphes vaere prosnded 1o a chrecal POL site for blind testirg. The
Fasails shossasd 100% corralation,

CLINICAL TESTING RESULTS

A et of L7 whals Blogd clinicsl aamples (162 hirgeratck and T80 yenoys
bilood| were tested at ¥ different Phivsician Office Laboratory (POL) clinical siies,
& ralarans labaratary e inhouse, Concuamantdy, senum of plasma samples

from the same patienis were chiained and tesied at the same sibes. In addibon, a
total of 144 sanum/plasma samples wene ested ot a rafarence laboratary clinical
aibe [ Tatale 11,



