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INTENDED USE

The Wampole Eaboratories Cylomegalovirus (CMV) IgG ELISA test sysiem is an
enzyme-inked immunosarbent assay (ELISA) for the qualilative detection of IgG class
antibodies 1o eylomegalovirus {CMV) in human serum. The test system is intended to b2’
used 1o evafuale serologic evidence of pravious or primary infection with CMV. This
product is not FDA cleared (approved) for use in testing {Le., scresning) blood or plasma
donors. .

SIGNIFICANCE AND BACKGROUND

Cylomegalovirus {CMV) infections are widespread and usually asymptomatic; however,
the virus may persist as a latent or chronic infection (1). The refatively frequant incidence
and cften sovere disease in newboms and immunosuppressed individuals tlaarly
establishes this apgent as an important human pathogen {2-4). CMV infections ean bie
classified as follows:

Acquired before birth,

Coengenital -
Perinatal - Acguired at birth
Postnatal - Acquired after birth

Of the newbom infants congenitally infacted with CMV, 85% exbibit no clinically overt |

disaasa at birth {5). Of the remaining 5% of infected infants, clinical manifestations ranga
from severe disease with jaundice, hepatosplenomegaly, thrombocylopenle purpurz,
cranal calcification and growth retardation to pnésmenitis, tydrocephaly or microcephaly
and ocular defects {6), infants with severs manifestations of eongenilal CMV infection
may axpire early after binh due to secondary complications; however, most survive with
Freerepnnt arundogical damane (01

The prognosis for congenitally infected infants who are asymptomaic at birth must be
guarded. Ten to 25% may subsequently develop hearing loss (7). Five to 10% may
exhibit various degrees of mental relardation and central nervous system motor disorders
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{5). Surveys show the incidence of congsnital CMV infaction fo be from 0.5 to 2.5%, .

Consequently, a careful documentation of the long term eftacts of intrauterine infection is

impartant (8}, :
Perinatally infecied Infants start excreting CMV 3 10 12 weeks afler :’igeiive«y angd wilh rarg
exceplion, remain asymplomatic (9). Postnatal CMV infections are acquired through |
close comlact with individuals who are shadding the virus (2). CMV has been isolated

from saliva, wrine, breast milk, cervical secrelions, and semen. Consequently, the

transmission of the virus may ocour through a variety of mechasisms (6-8). Sexual |
transmission of the virus appears to contribute to the Bcquisition of the virus by youna |
atults (10). Although the age at which CMV infeclion is acquired varies with |
socipeconomic conditions, anly about 10-15% of children in the United Slates are
seropositive, By age 35 however, about 50% of the population is seropositive (2-4). .

The majority of individuals conracting postnatal CMV infections remain asymplomatic {2- |
4). A small percentage of individuals wil develop a negative heterophile-antibody |
infectious mononucieosls syndroma. CMV mononugleosis is charactarized by i'ever,}
lethargy, and atypical lymphocytosis; whereas, in Epstein-Barr vinss induced infectious |

mononiucleosis, pharyngitis, lymphadencpathy, and splenomegaly are the chief clinical
fealures (11-13), I

tn Immunocompromised patients, CMV infections happen Trequently, often from!
reactivation of latent infection, and may be He-lhreatening (2-4). Thess patients include
alfograft reciplents, cancer patiants, and patients with sequired immunadeficiancy/
syndrome  (AIDS) (4,13,15). Clinical manifestalions of GMV disease in
immunocompromised patients rangss from CMV monenucieosis to preumonia, hepatitis,
pericarditis, and encephalitis {4). )

CMV infections may occur following blood transfusions, and the sisk of infection:
incraases with the number of donors and the volume of blood given (4). Prirnary infection’
in seronegative recipienis may be contracied via blood from a sefopositive donor. In
seropasitive recipients, a lalent infection may become reaclivated. Most transfusion’
acquired MV infections are either subchinical or characterized by CMV mononucleosis’
{2-4). Howevar, in specific groups of patients, considerablg morhidity and mortality can,
result from a transfusion-acquired primary CMV infection. These patients ara!
immunocompromised and include premalure infants, pregnant women, cancer patients,'
and transplant recipients {4-14). In these pafients, fransfusion acquired CMV infections
can e prevenled by giving only blood from seronegative donors to seronegative
recipients {4-14).

Serologic procedures which measure IgG antibodies to CMV can aid in the
diagnosis of CMV infection when paired acute and mnvalgsceql sera are tested
simultaneougly and seroconversion or a srgmﬁcant_ fise in tiler can be
demonstrated (15). Also, serologic precedures may aid in the prevention of
transfusion acquired CMV infections by assessing the serologic status of donors
and recipients [4-14),

| The ELISA procedure was first described by Engvall and Pedman (18,20). Since

then, ELI5A test systems have been dsveloped for deteclion of a wids variely of
different antigens and antibodies, including antbodies to CMV (18, 17, 21).
Besides ELISA, a numbar of other sertlogic pracedures have bean developed Io
detect antibodies to CMV. These include complemen! fixation (16,18), indirect
immunofiucrescence  (18), indirect hemagglutination (18,22), and latex
agglutination (22). When compared to other serclogic tests for delection of
antibodies 10 CMV, ELISA may be & very specific, sensitive and reliable method
for delection of antibodies 1o GMV (16,17,18). The ELISA procedure allows an
objective determination of antibody status to be made on a single ditution of the
test specimen and is suitable for screening large numbers of patient semples,

PRINCIPLE OF THE ELISA ASSAY

The Wampale CMV igG ELISA test system is designed to detect i1gG class

antibodies fo CMV in human sera. Wells of plastic microwell strips are sensifized

by passive absorption with CMV antigen. The fest procedure involves three
incubation sileps: -

1. Test sera (proparly diluted} are incubated in anfigen coated microwells. Any
antigen specific antibody in the sample will bind 1o the immabilizad antigen.
The plale is washed to remove unbound antibody and other serum
companents,

. Peroxidase Conjugated goat anfi-human IgG {y chain specific) is added to
the wells and the piate is incubated. The Conjugate will react with igG
antibody immobilized on the solid phasa in stap 1. The wells are washed to
remove unreacied Conjugate. '

. The microwells containing immobilized peroxidase Conjugate are incubated
with peroxidase Substrale Solution. Hydrolysis of the Subsirate by
peroxidase produces a color change. Afier a period of time the reaction is
stopped and the color intensity of the selution is measured photomatrically.
The color intensity of the solution depends upen the antibody concentration
in the ariginal test sampla,

MATERIALS PROVIDED

Each kit contains the foliowing components in sufficiant quantities to perform the
number of lests Indicated on packaging label. Al reactive reagents contain
sodium azide s & preservalive &t a edncantralibn 6 0.1% Wk

FEATE Flate. 96 wells configurad in twalve 1xé-wall strips comisd with

nactvated cylnmegalovius antigen (sirin ADMES) The strips are paciaged

) In a strip holder and soaled in #n enveiope with desiceant

[ CONJ ] € g Conjugated fhorse cish pefoxidase) gos! antl-human G
{y chein appeific). Ready to use. One, 15 mL viol with a white cap.

CONTROL * Positive Contmd (Human Secum). Cne, 0,35 mL viaf with 5 red tap.

[ CAlL Cali {Human Secum). One, 0.5 mL vigt with & btua cap.

[[CONTROL |- | Megative Conval (Human Seninm]. One, .25 mi, vidl with & groan cap.

- SAVa Dilueri™ (Sampla Diuent}, One 30 mL. bottie (green cap)
cantaining Tween-20, boving gerum alb and phosphate-buf 3
{pH 7.2 = 0.2), Ready to use, Note: Shake Well Before Use. {Product #
AS00CC). (NOTE: This roagent may be used wih eny Wempoie ELISA test
system uiiizing Praduct #; 4500CC)L NOTE: The SAVe Dlivent™ vl chango
colot kn ths presence of seum.

TMB] TMB; One 15 mL amber bottie (amber cap} conitlning 3.3'5,5'
-tetramethybenzldina(TME). Ready to use. Containg DMSD < 168% ).

[ som_[&ice swp Oine 15 ml botta {red cap) contaiving
1M H2804, (.7M HCL Roady 1o use,

Wash buffer concentrata {10X): dikie 1 part concentiate + 9

parts dolonized er distited water, One 100 mL hotie {clear <ap} containing a
10X concentated phosphais-buffersd-safine and Tween-20 salution (bhun
solution). NOTE: EX sokitionwit have a pH f 7.2 2 D2

The following components are not kit ot number dependent and may be used
interchangeably with the ELISA assays: TMB, Stop Solution, and Wash Buffer,

Note: Kit alsc contains;

1. Component list containing fot spacific infnémau’nn is inside the kit box.
2. Package insert providing instructions for use.

PRECAUTIONS

1. For fn Vitro Diagnosiic Use.

2. Nomal precautions exercised in handling labaralory reagents should ba

followad. In case of contact with eyes, rinse immediately with plenty of
waler and seek madical advice. Wear suitable pratective clothing, gloves,
and eyeflace protection. Do not bresthe vapor, Dispose of waste
observing all local, state, and federat laws.
The wells of the ELISA plate do not contain viable organisms. However,
the sirips should be considered POTENTIALLY BIOHAZARDOUS
MATERIALS and haadled accomdingly.
The human serum controls are POTENTIALLY BICHAZARDOUS
RATERIALS. Source matedals from which these products wera denved
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. Tha TMB Solution is HARMFUE. Irritating to eyes, respiratory systern and skin..,

were found negative for HIV.1 antigen, HBsAg. and for anfibodies against HCV and
HIV by apprved test methods, However, since no test method can offer compiele
assurance that infectious agents are ahsent, these products should be handled st the
Biosafety Level 2 as recommerided for any potentiafly infectious human Serum or
blood specimen in the Centers for Diseagse ControlfNational Institutes of Haalth
manual “Biosafely in Microtiological and Biomedical Laboralories™ current egition;
and OSHA's Standard for Bloodbame Pathogens (26}

- Adherance 1o the specified time and temperature of incubations is essengg for

accurale results. Al reagents must be allowed to reach room temperature {20-
25°C} before starting the assay. Retum unused reagents 1o refrigerated
lemperature immediately after use,

Improper washing could cause falsa positiva or false negative resulls. Be swe to
minimize the amount of any residual wash sofution; (e.q., by blotfing ar aspiration)
before adding Conjugate or Substrate. Do not allow the wells fo dry out betwaen
incubations. s,
The SAVs Dilyent™, eontrols, and conjugata contain sodium azide at & concentration
of 0.1% (wN). Sodium azids has been reported to form lead or Cooper szidss in
laboratory plumbing which may cause explosions on hammering, To prevent, finse
sinke thoroughly with water afier disposing of solution cantsining sodium azide, P

- The Stop Solutian is TOXIC. Causes bums, Tosic by inhelation, in contact with skin

and it swallowsd, feel unwell, sesk medical advice

immadiately,

fn case of accident or i you

s

The Wash Butfer concentrate Is an IRRITANT. initaling to eyes, resgiratory system
and skin. o
Wipe boltom of plate free of rasidual liquid andfor fingerprints that can alter opfical
density (OD} readings. ir
Dilution or aduiteration of thess reagants may generate emoneous results,

Reagents from other sources or manufaciurers should not be used,

TMB Solution should be colertess, very pale yaliow, very pale green, or very pale blue

0 y , rafer to Test Progsturs,
Substrate Incubation section to delarming the amount of TMB to be used.

Never pipette by mouth, Avald contant of reagents and patient specimens with skin
and mucous membanes. L.
Avoid microbial contamnination of reagents. incorrect resulls may occur, -
Cross conlamination of reagents and/or samples could cause emoneaus resufts
Reusabla glassware must ba washed and thoroughly rinsed fres of ai detergents,
Avoid splashing or genaration of aarasols, .

Do nat expose reagents to strong light during storage or incubation, L
Abowing the microwelt sirips and holder to equilibrate 1o room lemperature pri_or’iio
opening the protective envelops will profect the walls from condensation, o o
Wash solution should be collected in a disposal basin, Treat the waste solutidn wiih
16% hobsehoid igach “(0.5% Sudiiim “Higpochilats). “Avold éxpasiia of feagans lo
bleach fumes, B
Caution: Liquid waste at acid pH should be neutralized before adding to bléach
solufion.

Do not use ELISA plate if the indicator strip on the desiccant pouch hias tumed from
blue to pink.

Da rot allow the conjugate 1o come In contact with coniainars or instruments that may
have praviously contained & solution ulizing sodium azide as a preservative,
Residual amounts of sodium azida may destray the eonjugate's enzymatic activity. -
Do not expose any of the reactive reagents to bleach-containing sclutions or 1o gny
strong odors from bleach-containing solutions. Trace amounts af bleach (sodium
hypochiorite) may destroy the biological activity of many of the reactive reagents
within this kif.

re

RIALS REQUIRED BUT NOT PROVIDED: .
ELISA microwel raader capabla of reading at a wavelsngth of 450nm,
Pipeties capabla of accuralely delivering 10 to 200uL
Multichanne! pipstte capable of accurataly delivering {50-20041}
Reagent reservelrs for multichannet pipettes,

Wash bottle or microwefl washing system.

Distilled or deionized watar.

One liter graduated cylinder,

Serglogical pipettes.

Disposabls pipatte tips.

Faper towels.

Laboratory timer to monitor incubatipn staps,

Disposal hasin and disinfectant. (exarnple: 10% housshold bleach, 0.5% sodium
hypachiosile,)

STORAGE CONDITIONS

1.
2

omaw

Store the urlopened kit batween 2° and 8°C,

Coated microwell stips: Stom between 2° and 8°C. Extra strips should he
immedialely resealed with desiceant and retumed to proper storage, Strips are stable
for 60 days afier the onvelope has besn opened and propesdly resealed and the
indicaor strip on the desiccant pouch remains biue,

Conjugate: Store between 2° and 8°C. DO NOT FREEZE.

Calibrator, Positive Control and Negative Control: Siote between 2° and 8°C,

TMB: Stors between 2° and 8°C.

Wash Buffer concentrate {10X); Slore batwean 2° and 25°C. Diluted wash buffer (1))
is stable at mom temperature (20" to 25" Clforup to 7 days or for 30 days between
2° and 8°C.

7.
8,

SAVe Diluent™: Store between 2° and 8°C.
$top Solution: Store between 2° and 25°C.

SPECIMEN COLLECTION

i

2.
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It is recommended that specimen collection be camied out in &accordance
with NCCLS documant M29: B f : Work
Infectious Diseage.

Neo known test method can offer complete assurange that human blood
samples will not tansmit infection, Therefore, all blood derivatives should
be considerad potentially infectious,

. Only freshly drawn and propery refrigarated sera obtained by approved

aseplic venipuncture procedures should be used in this assay (23, 24). No
anticoagulants or preservatives should be added. Avoid using hemolyzed,
lipemic, or bacterially contaminated sera.

. Store sample st room tempersture for no {onger than 8 hours. #f testing is

net performed within 8 hours, sera may be siored between 2° and 5°C for
no lenger than 48 hours. If defay in testing is anticipated, stare test sera at
~20°C or fower. Avoid mulliple freetefthaw cycles that may cause loss of
antibody activity and give amoneous resulls.

ERAL PROCEOURE

- Remove the individua] components from storage and aliow them io wam fo

room temparature (20-25°C).

Detarmine the number of microwells needed. Aliow six Contro{/Calibrator
dsterminations (one Blank, one Negative Control, three Cakibrators and one
Positive Conlrol} per min. A Reagent Blank should be run on each assay.
Check software and reader requirements for the comect Controls/Calibrator
configurations.  Refum wnused strips to the resealabie pouch with
deslceant, seal, and retumed to storage betwsen 2° and §°C.

EXAMPLE PLATE SET-UP

1 2
Patient 3
Patient 4
Efe.

Blank

Neg. Cantral
Calibrator
Calibrajor
Calibrator
Pos. Control
Patient 1
Patiant 2

zimin|mic|o|ofs

. Prepare a 1:21 dilution {e.g.7 10uL of serum + 200pL. of SAVe Dilyent™.

NOTE: Shake Well Before Use} of the Negative Control, Calikrator, -
Posttive Contret, and each patient serurn, THE-SAYE IRUShF Il undergo
a color changs confirming that the spacimen has bean combined with the
diluent.

. Te individual wells, add 100ul of sach diluted control, calibrator ang

sample. Ensure that the samples are properdy mixed. Use a different
pipette tip for each sample,

. Add 100pL of SAVe Dilyent™ g well At as & reagent blank. Check

saftware and reader
configuration,

requirements for the comeet reagent blank wall

- Incubate the plate at room temperaturs {20-25"C} for 25 + 5 minutes,
. Wash the microwali sirips 5X.

A. Manusal Wash Precedure:

8. Vigorously shake out the liquid from the wells.

b, Fill each microwell with Wash Bufier. Make sure no air bubbles are
rapped in the wells,

c.  Repeat steps a. and b. for a total of 5 washes,

d.  Shake out the wash salution from all the wells. Invert the plate
over & paper lowel and tap firmly to remave any residual wash
solution from the walls, Visually inspect the plates 10 ensure that no
residual wash solufion remains, Collect wash solution in =
dispasabla basin and treat with 0.5% sodium hypochlorita {blaach)
atthe end of the days run,

8. Attomated Wash Procedure-

if using an automated microwell wash system, set the dispensing volume to
00-350uL Awell. Sat the wash cycle for 5 washes with no dalay betwean

washes. If necessary, the microwell

washer, inverted over a

residual wash solution from the microwells,

. Add 100pL of the Conjugate 1o each well, including reagant blank well, at

the same rate and in the same arder as tha specimens wars added.

. Incubate the plate at room temperature (20-25°C) for 25 + 5 minutes

Wash the microwalls by following the procedure as described in siep 7.
Add 100pL of TMB to each well, including reagent blank well, at the sams
1ate and in the same order as the specimens were added,

Incubate the plate at room temperature (20-25°C) for 10 1o 15 minutes,
Stop the reaction by adding 504k, of Stop Solution 1o gach well, including
reagent blank well, at the same rate and in the same order as the TMB was
added. Positiva samples will turn from hiue to yellow. Atter adding the Stop
Solution, tap the plate several fimes to ensure that the samples are
thoroughly mixed.

Set the microwell reader 1o read at a wavelength of 450nm and measure
the optical densily (OD) of each wal against the reagant blank. The plate
should be read within 30 mimdes after the addition of the Stop Solution.




QUALITY CONTROL

1. Ezach time the assay is run the Calibrator must be run in triplicate. A reagent
blank, Negative Control, and Posftive Control must alsg be included in each
assay,

2. Calculate the mean of the three Calibrater wells. If any of the three values differ
by more than 15% from the maan, discard that valye and calculate the mean
using the remaining two wells.

3. The mean OD value for tha Calitvator and the 0D values for the Positiva and
Negative Controls shoutd fall within the following ranges:

£ Ranos
Negative Coniral =0.250
Calibrator = 0.300
Positive Contral > 0500
a. The OD of the Negalive Control divided by the mean OD of the
Calibrator should be < 0.9,

b. The OD of the Positive Control divided by the mean OD of the
Calibrator shoyid be » 1,25,

¢. Iftha ahova conditions are not met the test should be considered
invalid and shauld b repeated.

4. The Positive Contra! and Negative Controt are intended to monitor for
substantial reagent faifure and will not ensure precision at the assay cut-off.

5. Additional controts may be tested according o guidelines or requirements of
local, siate, and/or federa! regulations ar accrediting arganizations.

8. Refer to NCCLS document Co4: st uali n r litative
Msasurarnents for guidancs on appropriate QG practices,
INTERPRETATION OF RESULTS
Al Calculations:

1. Correction Facior
A cutolf OD value for positive samples has been determined by the manufacturer and -
cormrelated i the Calibratar. The correction facior (CF) will afiow you to determine the
culoff value for positive samples and to corrent for slight day-to-<lay vasriations in test
results. The comaclion factor is detsmined for each lot of kit components and is
printed on the Component List locatad in the kit box.
2. Cutoff OD Valuys A
To obtaln the cutoff OD value, mutiply the CF by the mean OD of the Catibrator
detenmined shove, )

{CF x mean OD of Calibrator = cutoif 0D valug)
3. Index Values or OD Ratios
Calculate the Index Value or OD Ratio for each specimen by dividing its OD valua by
tha cutoff OD from step 2.

Example: , | . :
* "Mean ODof Catibrator © oeeme- 07830 ERE
Correction Factor (CF) = 025
Cut off OD = 0793 x 0,25 = 0.188
Unknown Spscimsn OD = {432

Specimen index Value or QD Hatio 0.432/0.198 =~ 2.18

8. Interpretations:
Index Values or OD rafios are interprated as follows:

Index Valus or 0D Ratio

Negative Spacimens =~ 0.90
Equivocal Specimens  0.91 1o 1.0g
Positive Specimens = 1.10

1. An OD ratic < 0.90 indicates no detectabls antibody to CMV. A nogative result
indicates no current or previous Infection with CMV. Such individuals are
presumed to be susceptible to primary infection, Howaver, specimans 1aken ton
early during a primary infaction may rot have delectable fevels of IgG antihody.
I a primary infection is suspected, another specitien should be taken in B-14
days and tested concurianily in the same assay with the original specimen to
fook for seroconversion.

An 0D ratio > 1.10 is positive for G antibody 1o CMV. A positive value

indicates a currant or previous infection with CMV. Such individuals are

presumed to be af risk of fransmitting CMV infection but are not necessarily
currantly contaglous,

3. Specimens with OD ratic values in the equivocal range (0.91 - 1.09) should be
retested. Specimens that remain equivocal after repeat testing should be fested
by an altemata serologic procadure such as the Wampale Laboratories indirect
fluorescent antibady (tFA) test procedure,

4, j'o evaluats paited {acute and convalascent} sera, both samples must be tasied

s

spocimen Is posilive, seroconversion has taken place and a primary CMV
infection is inclicated.

LIMITATIONS

1. The presence of IgG antibodies 1o MV does not necessarily assure protection
from future infection with CMV.

2. The antthody titer of a single serum specimen cannot be ysed 1o determine
recent infection. Paired samples {acute and convalescent) should be collected
and lested concurmantly to demonstrala serocanversion,

3. Tes! results for demonstration of seroconversion should be interpreted in
conjunction with the clinical evaluation and the results of other diagnostic
procedures,

4. Specimens conlaining antibodies to nuclear antigens (as are found in patients
:With systemic {upus erylhematosus) may give false positive results in the
[Mampale CMV ELISA test L .

5. Samples collected iog eary in the course of an infection may not have
Helectable fevels of IgG. In such cases, a second sample may be collscled

‘after 2-7 weeks and fested concurrently with the original specimen to leck for
'seroconversion,

6. A positive CMV Ig& test in neonates should be inderpreted with caution since
.Passively acquired matemal antibody can persist for up o 6 months {25). A
‘negative test jor igG antibody in the neonate may help exclude congenital
‘infection (15). The most definitive diagnosis of active CMV infecion requires
viral isolation.

7.The resulis of Ihis test are gqualitative and should be considered as either
;posiﬁve or negative for the presance of CMV 16 anfibodies,

EXPECTED VALUES -

The (incidence of CMV infection vares with age, gecgraphic location, and
socitjabohomic status (2} In the United States, 10 1o 0% of children are
sariipositive for CMV by the age of 10 years (2). By age 35, about 50% of the
popuiation is seropositive, The seropositive rate asnong homosexual men has been
repafted to be greater than 90% (1517).

PERFORMANCE CHARACTERISTICS

A. Comparative Study:

Tho'Wampole CMV IgG ELISA test system was compared to a commercially
available ELISA procedurs. A tolal of 96 spacimens from normal blood donors in the
Noftheastem United Stales were assayed by the two mathods, These results are
summarizaed belaw:

Referance CMV 19G ELISA

o Pos. Neg. Equivocal
Wampata CMV Pos, 54 2 2
g5 ELISA Neg, 2 31 2
Equivocal 1 2 0

When compared to the other CMV oG ELISA procedure, the Warnpale CMV IgG
ELISA showed a sensilivity of 96.4% (54/56), a spacificity of §3.9% (31/33), and an
ovsrall agreement of 95.3% {85/83).

B. Repraducibitity

To assess intra-and inter-assay variation of the test procedure, the Wampale ClMv
Igli ELSA was performed on four specimens with OD matio values in the high
positive, mid positive, low positive and negafive rangas. Eight replicates of each
s_a?lé_‘gr’em run_an fhree conseculiee. days. The maan 09 ralio and.coafiicient of
variation {CV) were calcuiated for each sample. These dala are shown balow:

intra-Assay (n=8 Intor-Assay
{n=3
Run #1 Run #2 Run #2
Msan Maan Moan Maan
v Raio Cv Hatip cv HRatia oV Ratio cv
| Senutn #1 4.62 8.9% 3.8 6.8% 53 6.3% 4.07 10.0%

Seum#2 | 253 4.8% 2.48 7.0% 11.8 11.B% 237 7.4%
Seum#3 | 113 10.8% 1.33 14.7% 88 B.6% 1.21 7.1%
Seum #4 | 0.23 10.1% 0.35 16.1% 14.1 14.1% 497 18.9%

CROSS REACTIVITY

Ten serum samples that were negative in the Wampole CMV 1gG ELISA were tested
by he indirect fluorescent antibady assay for the presence of IgG antibodies spacific
for Varicella-Zoster (VZ), Epsiein-Bar Virus Viral Capsid Artigen (EBV-VCA) and
Herpes Simplex Virus type 1 (HSV-1). Allten of the samples tested positive for EBV-
VCA and HSV-1 1gG and 2 of the 10 samples were positive for vz 19G. These resulis
indcate that the Wampole CMV ELISA test systemn does not cross-raact with
antibodies to other herpes viruses,
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2. Add dilted serum to microwelt 100 pl jwell
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6 __——'-g Incubate 20 to 30 minutes

7. Wash
B. Add TMB 100 pLiwel
o,

waae

Incubate 10 to 15 minutes
10. Add Stop Solution 50 plAwell - Mix
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