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TrinityABietech
RapidstHistoky

—

o Capillius™:
o SeroCard HLV
o Uni-Gold™ rapid tesits
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What 'Is a.rapid Test
and \Why use rapidilests??

One=Sitep fiechnology
Self-Contained, test

Aimed at POC; Heme
testing, smalltl2ies

Speed
Easy to use
Limited Testing ——~~ Electricity FSS Provided
Facilities - '
o Out of Hours
Testing

Simple

Easy 10 < |
Interpret Fast  Equipment
Results
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Uni-Gold™ Rapid, Tests

Hormoene Infectious
= hCG Diseases

— Cassette m HIV
_ Stick ~ Capillus
—=SeroCard
mhH pylon
m HBsAQ
m Step)A
mMalaria
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HIV Rapids

o Diagnestic Applications
o CapillustHIV 1/ HINV:. 2
o SeroCard,HIV
e Uni-Goeld ™ HiLY
o Selling HIN Fapid tesits
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=1\ the'lseginiing

Twenty years ago;.on June 511981 the CDC
Elagsnip pubdlications Marbidity and
Maortaliity,\Weekly. report (MIMWR)
reported 5 eases of IPaeumocytis.carini
pneumoniaaffecting yeting gay memin
Les Angles!
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1926-1946 Some scientists believe HIV spread to humans from
monkeys
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1926-1946 Some scientists believe HIV spread to humans from monkeys

1959 Death In the Congo reputed to be the first AIDS death
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1926-1946

Some scientists believe HIV spread to humans from monkeys

1959

Death in the Congo reputed to be the first AIDS death

1978

Gay men in US and Sweden

1981

CDC reported thefirst case of AIDS

1982

AIDS (Acquired Immune Deficiency syndrome) I's used for
first time
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Some scientists believe HIV spread to humans from monkeys

1959

Death in the Congo reputed to be the first AIDS death

1978

Gay menin US and Sweden

1981

CDC reported thefirst case of AIDS

1982

AIDS (Acquired Immune Deficiency syndrome) is used for first time

1983

CDC warns Blood banks of possible problem
Pasteur Institute finds virus

1984

Dr Robert Gallo “finds” virus
Human Immunodeficiency Virus (HIV) identified as cause of AIDS

1985

EIA test kit to screen for antibodies to HIV. Japan and US are first to begin
testing blood products

1987

AZT approved
Regulations published: Screening of al Blood and plasmain US

1989

First kit to detect HIV -1 antigens

1991

10 million have HIV worldwide- 1million of whom are in the US.
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The IV virus
Was discoyered
i 4984 and
(dentifiied as the
calsalive agent
of AIDS.




W HIV GVerview

Understanding
the make up
of the virus

was the key to

developing

tests to Rever se

confirm Transcriptase
exposure to N gp120p

the virus.
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oefech HIV @verview

m Over 95% 0f a (C %1l QN the developing
world. Y oung adults omen.

m |n the year 2000, in Africa, tge@ewere 200,000 deaths
due to war. There were 2,000,000idue to AIDS!
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Adults and children estimated to be living
with HIV/AIDS as of end 2001

Eastern Europe
Westem Ewope & Caniral Asla

Morth America mm 1 m mu F

940 000 e East Asia & Raific
North Africa 1 000 000
& Midde East, South & South-East Asia

N /Caibbesn 440000 -
420 000 6 100 000

Sub-Saharan
Biica
Latin America 28 100 000
+, 1400 000

Total: 40 million

1/3 of those currently living with HIV/AIDS are aged
15-24.

Most of them do not know they carry the virus!




Sub-SaharamAfiica

2.3 M African People died of AIDS in 2001

2.4 M new Infections in 2001

28.1m Africans live with the virus

Prevalence rate among pregnant women varies from 30%-
43%

However in Uganda prevalence among adults continues to
fall.
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Ugeneda

FHYsATIcan country to havestisduediamajor
HIVIALDS epidemic:

Prevalencein pregnant wemen has fallen fer 8
\/Eearsin a rew:
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Ugeneda

m |nformation.
m Education.
m Communication.

m Decentralized pregrammes,that reaci@dewn
toviliage level
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United Repuidliie of T.anzania
Epidemiol ogiical, Faets
on HIV/AIDS

SENTINEL SURVEILLANCE
IN PREGNANT WOMEM

Percent seropositive

1948 - 04 1996 -98
p-08 .
1-45 =
5-95 M
10 - 165
2 [l

£ Major cities
A%/ Wi roads
Population density (pers./sq.kim)

o-10
10 - 50
50 - 100
100 - 250
250 - 500

500 - 750
750 and more

400 Kilometers
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United Repuiglic @l I anzania
EpIdemi ol egiical Eacts

Populiation Estimated Number living with
35,965,000 UBE
Adults and Children 1,500,000
Adults (15-49) 1,300,00
\Women (15-49) 750,000
Children (0-15) 170,000

Adult Rate 7.8%
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United Repuplicel Tanzania
EEpIdemiolegiicaltEacts

Estimated number of 140,000
Deaths

Estimated number of 810,000
living Orphans

* Statrstics 2001
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T anzania

40%)0f adeleseent girls in Tanzaniaharelr: Serious
miscoenceptiensiabout how thewvilrtisiis transmitted.

50% oft Adulit Fanzani anwemen know Wherethey cam be
tested fer HIV andenly 6% have taeen.

Uganda

mInformation

mEducation
mCommunication

mDecentralized programmes that reach
down to village level.
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Diagnoesisiei =i\

Antilbody/ tests;

EIA; Tndirect antibedy. sandwich, antigen; sandwich
Western Bliot; Indirect anti body

Rapid tests; Tndiirect anti bedy. sandwich, antigen

sandwich

Antigen tests:
EIA P24 tests

4™ Gener ation:
Combi tests (EIA detecting@ntibody and antigen)
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[DiagnosiSier =i\

SCr eeniing and confilr nmatory
algor ithms

EI A sereen, westerblot confirmatien:
Multiplie ElAsx screemand confirig
Multiple rapiditesisascreenrand confirm
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Capillus™" |-
SaroCard™

Trinity Biotech
HIV rapid Tests

IV 1/H
HI\V/1/

Uni-Gold™

N2
HIV2

IV 1/

IV 2

Tests are used by WHEOREBGERERJ 0N
number of programmes In YAz dia
and in the developing Wede"
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Trnity BiotechyHIN. Tests

e« SMplie
s Easy to use
o [E&se to Interpret
o AllFof, theieagents are stpplied
o |mmediacysof Results
s INEWentestsene,step

o Deneteguire réffgeration
Can be used to:
» ReducediSpread,of Disease
e Immediate interventrenand reducediess to follow

gp
« Effective counsalirng
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Capiiusa
HIV 1/ HINVA2

Simple
Rapid assay
Easytouse

\Wihele Bl'eod
Sarm
[Plasma

Marie Mc Carthy




Capillusa HINVI/EHIN 2
3'Main Comjponents

HIV-1:. Recombinant HIV 1 env protein representing:
gp 120 and gp 41.
HIV-2: Recombinant HIV 2 protein representing:

gp 120 and gp 34.
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\

Capillus™ HIV
procedure

Mix latex thoroughly; dr@witpyto the
and dispense onto

the top edge of the mixiAg well.
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Capillus™ HIV
Procedure

Siep (2) ,

[ &

Using the pipette and tip suppIiZd, dispense
the directly intertherlatex solution.
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Capillus™ HIV
procedure

Step (8)

B\

Use the pipette tip e meve the well mixed
t@'the of

the channel until the capillary flow begins.
Sept 2001 Marie Mc Carthy




Sept 2001

Capillus™ HIV. procedure

StepN®)

Allow the teMlow tarough
the ehtire capillary*ehannel and into the
viewing window beforé iaterpreting the result.

This will require approximately 3 - 7 minutes.
Marie Mc Carthy




Capillus™ HIV-1/HIV-2
PHlgeIple or'REaction, (1)

HIV- 1){6 HIV-1 IgM ‘ "
e

@ﬂ <9
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<

Polystyrene
latexabead

HIV-GEseEnbinant
polypepudes




Ridnciple GifREeaCHoN

Capillus™ HIV-1/HIV-2
-l
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Capillus ™M =HIN-1/HIV-2

Positive

— B —

.
.
SR Nl ™ o LS .
- ¥ d
= T . AL -

Observe viewing window.

Latex aggregation should be considered as initially reactive.

Negative

— W

B e

' O
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CapillUsihas been Independent!ieval uated
9)/ Brganizations Slich, as:

m \WHO
mPHLS
m CDC

m SABTS
m ORSIROM

m Swedish [nsiitutefor. | nfectious
Disease Contiol
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bii’LCh

Leads the field as:

(1) Test of choice in the many new programs
that effectively utilize rapid tests to
determine serostatus and respond
accordingly.

(2) A test of choice of the World Health
Organization.

(3) In hospitals, clinics and counseling centers
throughout the developing world




N Pilius™ THREIND e, Summary

Site Total Samples  Sensitivity Specificity
Swedish Inst.

Orstrom, Nigeria

Ndola, Zimbabwe
CDC
PHLS
UVRL, Entebbe
UVRL, Entebbe
SAIMR
WHO, Antwerp
Swedish Inst.
Phase 1

Sk Phase 2




Capill ISTETY;

Sensitivity:

Specificity:
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Capillus™ Parformance

Puldlications; WHO, Oper ationaliCharacteristics
ot Commercially:available assaysitie determine
antibediestoiHl V-1 and/or HIV-21n Human Sera

Sengitivity: 100%
Specificity : 98.8%
Inter-reader variabiliity:%: @

Ease of Performance: Ven/easy
Suitability for use in small laRsEVery Suitable
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VWHOMREROI:

m Ease ol Parformance:

Need to/Prepare: Antigen, Substrate; Washisol Ution,
conjtigate; predilution‘eff sample.

Stability aiter epening.
|tems neededWstitnGL providedin Kit.

Capil | Osti=820/ 20
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WiHO

Suitanility for use in small laes;
Sengitivity:
Specificity:
Inculeaiien Temp:
Shelf=Liffe:

Stelage I"emip;
Price:

Ease 0l pei@imnance;
Rapi diy @i Pafieimance:
Washa/AgIteior
Readig;:

Capillus™ Scored 25/30

Marie Mc Carthy




Capillus"™ ParfioEmance

PUdlIcatons: Journal of Virological Miethods Feb 02

Swedish Institute for infectious Disease control
With
Dept of Microbiology and | mmunology, Muhimbili University College of Health
Services Dar es Salaam
Objectives: Alternative confirmatory strategies for detection of Antibodiesto
HIV ElAs in |aboratories of limited resources.
1412 fresh Serum.
3 rapid tests.

Results: Specificity of Capillus™ was best at98.7%

Testing Algorithm of Choice: Useof Capillus™ followed by SeroCard™
which gave a specificity of 99.9%.
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Capillus"™ Perfiormance

Publication: Journa of Clinical Microbiology. Apr 2002
Department of Clinical Virology and Clinical Microbiology Tamil Nadu India.

Objective: Evaluate performance of Capillus™ on Hospital samples compared
with EIA’s.

There is significant need for simple tests for, use in voluntary-counselling and testing
for HIV prevention measures.

ElIA’s are sensitive but require the necessar yinfrastr ucture, trained personnel and
batch testing.

6655 samples were tested between 1998 and 2001
Results: Capillus™ had a sensitivity of 99% and a Specificity of 98.9%

Recommendation:” This test can safely. e used for voluntary counselling and
testing i nlndia’
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Capillus"™ Perfiormance

Publication: interational Journal of STD and.AlDS 1998.

CDC Atlantaiand Aidsiinfermation Centre'Uganda.
Summary: On site HIV testing with same day results may.improve services
and increase the number of clientswho learn their serostatusin developing.

Conducted Field trial using Capillus™ compared to standard EIA testing
Algorithm.

Results: Sengitivity: 99.6%. Specificity: 98.8%
Results were returned to Clients in |ess than an hour.
27% increase in proportion of clients who learned their serostatus and
received counselling.

Conclusion: Capillus™ was asimpléapid HIVitest that could be
accurately performed on-siteWithnaithe timeframe of aclinic
visit, increasing the number of ClientsSWwio |earn their serostatus
and recelve post-test counsalling.
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Capillus™HINV-1/HIV 2
Summay ..

Siminute test tIme
Sensiivity>99%
Speci fIeiyA>99%
WIH®,A ppreyed
AllFRezgentsisupplied
No Equipmentégu red
Mid-Levelgiianing
Low Cost perttest
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Capil I USEAHINA 1/2
SUmMnIaRy

> At risk Pregnant \Woemen

> Occupatienalfexposure

> Small labswithrCimited facilities
» Out of Hourstesting

> VCT

» Slituations where therelis no:

electricity, laboratory equipment, trained personnel,
refrigeration:
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SeroCard HIV

= Simple,
= Rapid
m Easy,to use

m Serum,, plasma,WWhole Bleood:

SeroCard HIV 1SEeREiérl flioamembrane
based EIA wiiEgREIBs results in 8
MINUESS

Sept 2001 Marie Mc Carthy




Sept 2001

There Is field data available through these
evaluations firom many different countries
Including:

mUganda

mKenya

m [anzania
mSenegal
ml\Vlexico

mPeru

Marie Mc Carthy




SeroCard ™EHIN, Twal Data Summary.

Site Total Samples Sensitivity Specificity
WHO 1 394 100 99.0

WHO 2 595 100 98.1
UCD 413 100 100
Liverpool 200 100 100
Senegal 247 99.1 98.48
Tanzania 56 100
Cork 100

[taly 100
VRL.Ire 100

Mexico
Peru

USA
Sept 2001

Uganda




SeroCard™ HIV

m Simple 8 step assay’
m No sample pretreatent.
m Results in 8 minutes.

m HIV antibodies, ITf present, are captured by
synthetic peptides immobilised on a
membrane:

HIV 1 env protein representing gp
120 and gp 41.

HIV 2, representing gp 120 and gp 34.

m Anti human conjugate binds specifically to
the patient antibody




SeroCara™ = 1V

Assay Precedure

|' Sere iy —
[ (30) seconps

One drop WASH on each
sample port-absorb
INCUBATE: 30 SECOMDS

One drop sample to each
sample part-absorb
INCUBATE: 30 SECONDS

One drop WASH to each
sample port-absorb

One drop WASH on each
reaction port-absorb

stapping the reactian

f |
™ e
5 | MINUTES ! ey [

1 MINUTE

Twro drops SUBSTRATE on

ssch reactlion port
INCUBATE: READ AFTER § MiN

One drop 3N HCI toeach
FACtIon Bt

Allow to absorb

RESLULT STABLE FOR UP TO 12 HOURS

Fowe drops WASH aon each

One drop ENZYME on sach

X reaction port
reaction port-absorb

o each drop o absorb

Iy BATE: 1 RINUTE

Sept 2001



SeroCard™ HIV Summary

SMinute test time
SenstEviity>99%
Specificrity>99%

WIHG Approved
NOEGUIPMENL necessary
All reagenits supplied
Mid-level Y@IRING

Low const pertest
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UNIT-GOLD™ HIV

»Simple test
»Easy to use
»Results.in 10 Minutes
»Single Step test
» One Reagent

> All Reagents supplied
»No Equipmentnecessary
» Low SKill required
»No Refrigeration requires
»Low CoOsl

Marie Mc Carthy




UniEGold™ HI1V17/2

Assay/Procedure
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Uni-GoldEA =N/ 1/2
Assay Proceduiie

Sample Test
Addition Line

£ 5%5
N %

S
Y e

Antibodies HIV antigen
(z1A%2)

HIV antigen
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Uni-Gold@™ =Hl\1/2
Assay Precedure

HIV

HIV antigen antigen

> %3' -
- = :////

S

HIV antibodies (Ifpresent) migrate @ong the
membrane and bind t@ the HIV/ antigen that is
conjugated to the particles.
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Uni-Gold =9\ 1/2
Assay Precedure

Sept 2001

*The HIV antibody HIV antigen
migrates along the membrane where the

HIV antibodies also bindito the immobilised HIV antigen
at the Test line forming a visible red band.
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Wni-Golalh HiN1/2
Assay Preceduse

0

4

*The Immobiiiised at the Control
line bind to any unboeuRd particles
forming avisible red bang.

*This Control line should AEWAY S appear to indicate
that the test has performed cOrrectly.
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Uni=Geldt HIV1/2
AssayiPreceaure

”)'\‘/" Sy A, 4
% .= i

/L\fﬁ\\f

) &,d “els
F Q@ !er(\

C

HIWAantigen

Y
C Control Line
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Lni-Gold™ H1TV1/2

Assay Procedure
» Uni-Gold™ Devices can be stored from 2-27°C.

> Pipettes, wash and devices are supplied inithe Uni-Gold™
HIV kit

» Serum, Plasma and,\Whole Blood (finger stick and venous
bleod) can be used

» Package Insertmust be read priar te,commencing testing

» GLP must be followed during samplehandling, and
disposa

» Uni-Gold™ HIV 1/2 deviees must not be used past the
expirydaie
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Uni-GolaftAH=HIN, 1/2
Assay Precedure

Removed required Add 2 droeps of
number of devices and sample to the sample
pipettes. (1fstored at 2-8°C allow port in the device using

devices to come to room temperature). the pipette supplied

i | W o=

Buffer Pipette yni_gold™ HIV device Sample
Sept 2001 Marie Mc Carthy Port




Uni-GolaftAH=HIN, 1/2
Assay Precedure

Add 3 drops of wash Read the result
buffer at 10 minutes. The

results are stable for
an additional 10.minutes
(20 minutes in total from the

addition of the sample)

Sample
Port
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Uni-GolaftAH=HIN, 1/2
Assay Precedure

I nterpretation

B
j
—

| ndeter minate;

Negative:

Red line in both the Red linein the
control and test control region
regions. only.

Red line does not appear
In the control region.
Sample must be run
again on afresn device.




Uni-Gol@SN=HMN. 1/ 2
Performance

Uni-Gold™ HI1N 172 has been
evaluated By the follewinel groups:

WIHO
CAREC
NIH
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| nstitute

Sensitivity

Specificity.

INO of
Specimens

Prediicative
vaues

WHO

100,

100%

250

80 positive whole
blood

170 negative
Whole Blood

PPV 100%
NPV 100%

CAREC

Caribbean
Epidemiology
Centre

471

102 HIV positive
fresh Sera

369 HIV negative
fresh Sera

100 HIV positive
frozen Plasma

PPV 99%
NPV 100%

NIV

National Institute
for Virology

150

75 positive serum,

plasma, whole
blood

75 negative serum,

plasma, whole
blood
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Wni-Goldia =1/
Summaligy,

> One Step.
> Easy e use.

> ReomFémperatlire Storage:
> NOeguipment necessary
> Provedreliability:

> |ndependently/ évaltiated.
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Uni-Gold™ =l v/
SUMNERY,

|dealifer:

> At risk Pregnant \Woemen

> Occupatienalfexposure

> Small labswithrCimited facilities
» Out of Hourstesting

> VCT

» Slituations where therelis no:

electricity, laboratory equipment, trained personnel,
refrigeration:
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Trinity, Biotech pic
ThamksYou!




