«  Handleall forensic ssinplies &s ifthey wens copable of irensmitiing discase.
Felow stamdard procedunss for proper disposal of specimens.

+ Kt reagests contain sodium azide as 2 preservalive which may resst with
lead arcapper i gl abing b form potentially explosive meta] azides, Upan
dispasal, lwiys Mush with largs voiunes of water to provent build up in
dmins

CQuality Control

The contred line in the contral area C' can be congidered & intemal pracedural
control & distings pinkisk line will slways appenriftha tost hos bean porformed
cerrrectly. IFthe coneral Fine ' does wot appear, the best is invalid and 2 new test
shaubd be performeed following fhe sarmest test procedare. A quality contnal test
wging positive and regative control standards mayalsa be perfommed.

Limitations

1. ABAcarnd, p30 Tesl is anly fior in vitmdeteetion af p30 for the forensic
itheniifl catsan of semen,

2. The test ot be performed in strict sosordance with these instructions to
alstain accurais and reproducible poauls

3, Even i the test resutt is positive, careful forensc judgmentshauld be made
in conjunciion with ether informagion and mfermation fom other dest
reguit.

4. If elevated p30 levelz ia suspested but o negntive sesultis ohbvined, the 1t
shvould be repeated ard with fresh specimen,

5. Poaitive resubts may be obiained with male wrine, which has  reparted mess
value of 260 ngfml. Serinal vesicle specific antigen should not be present
when teted with erine, Use of another sppropriate lest is recanmendsd
whien male uring is in question.

4. Approprizee specimen should be wsed since p30 i detectable in the vaginal
tract anly opto s maximumol 2 days.

Performance Charactaristics

Sensitivity

The minirumn detoction limit of ABAcard, p30 Teatis 4 ngfmlin 13 mingtes
{using Stnforfsseming] plasma desived Standard, Catalog# L-P500, Phone
(550]715-5542 with PRS /RS A Buffer, pH 7.4, Sigma Camlog S PIGAE). Resully
with specimens having high levels of p30 may be ohtained as early a3 1 mivuss.
Far megative resslis, on e must wadt for full 10 minutes. The rangs of p201s 200,000
te5.5 million sepograms’m] of semen. Therefore, depending on p30
concentrationsemingb fueld diluted up o Limamilion may alsobe detectable.

Specificity

Hemoghobin {10 /L3, bilirubin { 100 mg/L) ond lipemic serples, as indicated by
tripyeeride (5 gL), donot interferes with the testresults. High protein comcentmtion
such as prostatic acid phosphatase ( 1000 ngfml], albumin { 20 5L), chorionic
gommdatrapin ( 900 [Clfml}, ransfemin { Sg/L) ond profectin (1omg/l) did et
imlerfore with tesd results, Besides semen from bosh normal and vasestamized
woen, pasitive resultz wers obtained fram post-egaculate urine and mals uerine from
adlialt ervem, vehem the urine sumples were diresily sdded to the test. However, itis
well egtabtished that p30 docs oecur in these urine samples withs reported mean
value of 250 ngiml. Serminsl vesicle specific antlgen should mofbe present whee
this 1851 is used with urine. :

Intra Assay and Inter Assay Studies

Infra-assay
A [vtre Assay varisbility study wae performed. Ten replicases of known positive
ard negatvep3l seoples wens teated, Theresulis demonstruted & 100% agree-
mens with the expected rislls,

inter-agsay
Independent assays wers performed of the abave mmpha witl three lots of
ABAcard, p30 Test over a three manth period. The assy results wene 100% in
agmesrment with e sxpesied resules.

Manufaciured by: @[ Abacus Diagnostics, Inc.
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Some Frequently Asked Guestions

1. What is “High Dose Hoal: Efect™?

Al. "High Dose Hook Bffect” occurs when the p30 conceniration is(no high sinos
ﬁﬂ.ﬁ.na'rd‘pm test is very sensitive. The meahanism behind this effect 1s that hupge
amautis of hiran p30 bind bath to the antibad y o form m antigen-antibed yeam-
e bt also fres p30- migrates towseds the test area "T", Theantibady in the Lt
ares T is blocked by this free p30. Thesefore the mobile antigen-antibedy com-
ol with the pink calor cennot bind 0 (he antibody. Aga resultno pink line will
fiorrn in the 252 area "1™ althougha lotof p30 45 present in the sample giving a false
Tegative result

Q2. Iz there amy minimm and maximem fimes fior reading the results.

A2, Y there is & maximuem tima of 10 minwtes, The minimem ime in & poasifive
rasi ig the time sl which both lines appesr. The limme of the resction depends upon
P30 concentration and other characteristics of the specimen. However if the ten
limalid nil appear before len minutes, one should vait for full [0 minues wallow
the reaction o ccur.  Specimen with lowest concentralion of p30 shauld ke
lorgest Hime bo reacd, 19 5 fobe noted that the results should mot be read alter 10

rmines since non apecific reactions may oceus and miy resultin falss pasitives.

Q3. What does contral bard ' represent?

AJ. The buili«in procedural pesitve control is provided by the sppearance ofa
pink line st o e fetter O, validating the intsgrity of the teat, assuring that the
camezt tesd proced ure was fillowed and indicating that proper volume of the fuid
enbered the test cassette and capiliary low occwmed, [Dihe line in the contm] anss
T daes not develop within | D minules, e best resull i invalid. Repeat the test
using peoper procedures.

4, Does the imenatty of the test band 'T" and control band ' matter?

Ad. The incenainy of elther the conirol bangd o the test bend should not be compared
betwoen tosls of to each other for ABAcard® pd0 Test and no quantitative
interpretation should be mads based upon differences im the intensity. The mers
appesrance of bod lines proves the presence of p3i.

5, Where agn we order the standard fram?

AS, You mayonder L-F5300 stendard from Stanford byesling (650} 725-5542.

You may order PEEAEA baffer from Sigma (Cat# PIGEE) by calling (B00}-
3253010
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