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I. Overview of the Market Opportunity

Estimated HIV Annual Incidence

· According to the World Health Organization (WHO), an estimated 40 million people are living with HIV worldwide, including 2.5 million children under the age of 15.  Globally, an estimated 5 million people were newly infected and 3 million people died of AIDS in 2003. Every day in 2003, an estimated 14,000 people were newly infected with HIV.  More than 95% of those live in low- and middle-income countries.

· Sub-Saharan Africa has the highest number of HIV positive individuals with 25.2 million people living with HIV/AIDS followed by South and South-East Asia at 8.2 million.  In North America, there are 1.8 million people living with HIV/AIDS, 680,000 in Western Europe and 1.2 million in Eastern Europe and Central Asia.  In Latin America and the Caribbean, there are 1.9 million and 590,000, respectively infected with HIV.  East Asia and the Pacific have 1.3 million people living with HIV/AIDS.  North Africa and the Middle East have 730,000 people living with HIV/AIDS.  The number of HIV positive individuals in Australia and New Zealand has remained constant since 2001 with 18,000 people.

(See page 10-14, “Why and Who will Test for HIV” for more details)

Competitive Test Methods
· ELISA, IFA, PCR, Western Blot, Reverse Transcriptase Assay, Latex and Gelatine Particle Assay


(See page 15, “Product Benefits & Competitor Matrix” for more details)

· Other HIV Rapid Tests such as lateral flow tests in strip or device formats


(See page 16, “Product Benefits & Competitor Matrix” for more details)

Benefits of the Smart Check® HIV Rapid Tests vs. Traditional HIV Tests
· Easy procedure – Add specimen and buffer into the specimen well then read results – only minimum training required

· Simple test – No additional equipment required

· High quality – High sensitivity and specificity

· Detects HIV-1, HIV-2, and/or Subtype O – Allows detection of all three types

· Built-in procedure control (C-line) – Indicates test procedure was followed correctly 

· Results in minutes – Allows for immediate diagnosis and treatment

· Convenient to Use  – Available in various specimen types and multiple formats

· No refrigeration required – Long shelf life and room temperature storage

· Affordable – Cost effective alternative to traditional tests



(See page 15, “Product Benefits & Competitor Matrix” for more details)

Benefits of the Smart Check® HIV Rapid Tests vs. Other HIV Rapid Tests

· High Quality – One of the best rapid tests in an overall comparative study - Both sensitivity and specificity are over 99.6%
· Competitive price – Test results equivalent to the leading commercial tests, but our test is much less expensive, giving you the competitive advantage in your local market
· High reliability and reproducibility – Inter & Intra assay variability studies confirm high reliability and reproducibility

· Detects HIV-1, HIV-2, and/or HIV-1 Subtype O – Allows detection of all three types
· No refrigeration required – Two year shelf life and room temperature storage 

· Strong distributor support – Promotional materials and immediate technical support are always available


(See page 16, “Product Benefits & Competitor Matrix” for more details)

Benefits of the Smart Check®  HIV 1/2/O Tri-line Rapid Test 
· High Quality –Both sensitivity and specificity are over 99.6%
· Detects HIV-1, HIV-2, and Subtype O – Two separate test lines indicate positive results for HIV infection

· Attractive appearance and design – Allows to compete with higher-end market leaders 

· Competitive price – Test results equivalent to the leading commercial tests

Available Smart Check® HIV Rapid Tests 

	Product                 Name
	Catalog No.
	Specimen Type
	Sample Volume
	Format
	Detectable HIV Types
	Detectable Antibodies
	Endpoint Result
	Tech-nology
	Read Time
	Tests per kit

	HIV 1/2  Human Immunodeficiency Virus 1/2
	06021004
	Whole Blood/ Serum/   Plasma
	25 µL
	Device
	HIV-1 and HIV-2
	IgG
	2 colored lines
	Latex
	15 min


	25

	HIV 1/2/O

Tri-line Human Immunodeficiency Virus 1/2/O
	06021005
	Whole Blood/ Serum/   Plasma
	25 µL (S/P) 

or 50 µL (WB)
	Device
	HIV-1, 

HIV-2 and Subtype O
	IgG
	2 or 3      colored lines

(2 T-line regions)
	Latex
	10 min
	25


* Packaging also available in bulk form. 
Target Markets
· The Smart Check® HIV Rapid Tests can replace or provide screening results to traditional HIV diagnostic test such as ELISA, IFA, PCR, Western Blot, Reverse Transcriptase Assay, Latex and Gelatin Particle Assay as well as other rapid tests used to aid in the diagnosis of HIV.

· It can be used by customers who desire immediate diagnosis by using the simplest method possible, thus avoiding the complex procedures, expensive equipment and inconvenience associated with many other tests.

The target markets for the Smart Check® HIV Rapid Tests are Hospital, Private and Public Labs, Physician Offices, Blood Banks, Mobile Testing Units, STD or other freestanding counseling/testing sites worldwide. Additional market opportunities may arise depending on different local medical systems and health conditions.

(See page 15, “Target Markets for the Smart Check® HIV Rapid Test” for more details)
Expand Your Rapid Test Line

Add the Smart Check® HIV Rapid Tests to your Rapid Test portfolio and provide your customers with the convenience of “One-Stop Shopping”!

II. Product Description & Fact Sheet
A. Smart Check( HIV 1/2 Rapid Test Strip and Device (Whole Blood/Serum/Plasma)

	Item
	Feature
	Benefit

	Test Name & Catalog Number
	HIV 1/2 Rapid Test Strip and Device 

(Whole Blood/Serum/Plasma), 

Catalog #: 06021004
	Rapid test procedure

Multiple packaging options for strip format

No special training required 

	Test Format
	Lateral flow
	Fast and easy, saves time, reduces work load and raises lab to higher level of technology

	Technology
	Strip contains HIV recombinant antigen coated particles 
	Highly sensitive and specific to HIV-1 and HIV-2

	Test Specimen
	Whole Blood/Serum/Plasma
	Easy to collect specimen

No additional equipment required

	Test Procedure
	Add 25 (L whole blood/serum/plasma specimen and 40 (L buffer, then read result
	Only requires small volume of specimen

No additional equipment required

	Endpoint
	Line appears in T-line region if positive for HIV-1 and HIV-2

(C line must be present for valid result)
	Easy to interpret

	Result Reading
	15  minutes
	Immediate diagnosis and treatment

Avoids delayed medical care 

	Procedural Control
	Built-in procedural control – C line
	C line indicates test procedure was correctly followed

	Sensitivity
	>99.9%
	High sensitivity

	Specificity
	>99.6%
	High specificity 

	Material Provided
	Test Device (# 06021004 )

Dropper

Buffer

Package Insert
	Easy to use 

All relevant materials are provided in kit 

	Storage
	Store kit at room temperature 

or any temperature from 2oC to 30oC
	Easy to store

No refrigeration required

	Shelf Life
	2 years (at date of manufacture)
	Long shelf life

	Kit Size
	25 tests per kit
	Standard quantity for convenience

	Kit Dimension
	15.2 × 11.4 × 11.4 cm (6” x 4.5” x 4.5”)
	Small and light, easy to transport around lab or by local mobile medical team

	Number of Kits/Carton
	52 kits
	Efficient packing contributes to lowest shipping costs possible

	Carton Dimensions
	50.8 x 50.8 x 50.8 cm  (20” x 20” x 20”)
	

	Carton Weight
	15.88 kg
	


       B. Smart Check( HIV 1/2/O Tri-line Rapid Test Device  (Whole Blood/Serum/Plasma)  

	Item
	Feature
	Benefit

	Test Name & Catalog Number
	HIV 1/2/O Tri-line Rapid Device 

(Whole Blood/Serum/Plasma),   

Catalog #: 06021005
	Rapid test procedure

No special training required 

	Test Format
	Lateral flow
	Fast and easy, saves time, reduces work load and raises lab to higher level of technology

	Technology
	Strip contains HIV recombinant antigen coated particles 
	Highly sensitive and specific to HIV-1, HIV-2, and Subtype O

	Test Specimen
	Whole Blood/Serum/Plasma
	Easy to collect specimen

No additional equipment required

	Test Procedure
	Serum or Plasma:  Add 25 (L serum or plasma specimen and 40 (L buffer to specimen well, then read result

Whole Blood:  Add 50 (L whole blood specimen and 80 (L buffer to specimen well, then read result
	Only requires small volume of specimen

No additional equipment required

	Endpoint
	Line appears in two separate T-line regions if positive for HIV-1/O or HIV-2

(C line must be present for valid result)
	Easy to interpret

	Result Reading
	10  minutes
	Immediate diagnosis and treatment

Avoids delayed medical care 

	Procedural Control
	Built-in procedural control – C line
	C line indicates test procedure was correctly followed

	Sensitivity
	>99.9%
	High sensitivity

	Specificity
	99.6%
	High specificity 

	Material Provided
	Test Device

Dropper

Buffer

Package Insert
	Easy to use 

All relevant materials are provided in kit

Note:  Product features an attractive appearance and design to compete with high-end market leaders!



	Storage
	Store kit at room temperature 

or any temperature from 2oC to 30oC
	Easy to store

No refrigeration required

	Shelf Life
	2 years (at date of manufacture)
	Long shelf life

	Kit Size
	25 tests per kit
	Standard quantity for convenience

	Kit Dimension
	15.2 × 11.4 × 11.4 cm (6” x 4.5” x 4.5”)
	Small and light, easy to transport around lab or by local mobile medical team

	Number of Kits/Carton
	52 kits
	Efficient packing contributes to lowest shipping costs possible

	Carton Dimensions
	50.8 x 50.8 x 50.8 cm  (20” x 20” x 20”)
	

	Carton Weight
	15.88 kg
	


C. Summary of Smart Check( HIV Rapid Tests

	 Smart Check(  HIV Rapid Test
	Catalog No.
	Specimen
	Detectable HIV Types
	Procedure

	HIV 1/2 Rapid Test Device
	IHI-302
	Serum/Plasma
	HIV-1 and HIV-2
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	HIV 1/2 Ultra Rapid Test Device
	IHI-U302
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	HIV 1/2 Rapid Test Strip
	IHI-401 &

IHI-411
	Whole Blood/ Serum/Plasma
	HIV-1 and HIV-2
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	HIV 1/2 Rapid Test Device
	IHI-402
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	HIV 1/2/O

Tri-line Rapid Test Device
	IHI-T402
	Whole Blood/ Serum/Plasma
	HIV-1, HIV-2 and 

Subtype O
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III. Why and who will test for HIV?
1. Cause of HIV/AIDS

AIDS - acquired immunodeficiency syndrome - was first reported in the United States in 1981 and has since become a major worldwide epidemic. AIDS is caused by the human immunodeficiency virus (HIV). By killing or damaging cells of the body's immune system, HIV progressively destroys the body's ability to fight infections and certain cancers. People diagnosed with AIDS may get life-threatening diseases called opportunistic infections, which are caused by microbes such as viruses or bacteria that usually do not make healthy people sick.

2. Symptoms of HIV/AIDS

Many people do not have any symptoms when they first become infected with HIV. Some people, however, have a flu-like illness within a month or two after exposure to the virus. This illness may include: 

· Fever 

· Headache 

· Tiredness 

· Enlarged lymph nodes (glands of the immune system easily felt in the neck and groin 

These symptoms usually disappear within a week to a month and are often mistaken for those of another viral infection. During this period, people are very infectious, and HIV is present in large quantities in genital fluids. 

More persistent or severe symptoms may not appear for 10 years or more after HIV first enters the body in adults, or within two years in children born with HIV infection. This period of "asymptomatic" infection is highly individual. Some people may begin to have symptoms within a few months, while others may be symptom-free for more than 10 years. 

Even during the asymptomatic period, the virus is actively multiplying, infecting, and killing cells of the immune system. The most obvious effect of HIV infection is a decline in the number of CD4 positive T cells found in the blood -- the immune system's key infection fighters. At the beginning of its life in the human body, the virus disables or destroys these cells without causing symptoms. 

As the immune system worsens, a variety of complications start to take over. For many people, the first signs of infection are large lymph nodes or "swollen glands" that may be enlarged for more than three months. Other symptoms often experienced months to years before the onset of AIDS include: 

· Lack of energy 

· Weight loss 

· Frequent fevers and sweats 

· Persistent or frequent yeast infections (oral or vaginal) 

· Persistent skin rashes or flaky skin 

· Pelvic inflammatory disease in women that does not respond to treatment 

· Short-term memory loss 

Some people develop frequent and severe herpes infections that cause mouth, genital, or anal sores, or a painful nerve disease called shingles. Children may grow slowly or be sick a lot.

3.  Transmission of HIV/AIDS

HIV is spread most commonly by having unprotected sex with an infected partner. The virus can enter the body through the lining of the vagina, vulva, penis, rectum, or mouth during sex. 

HIV also is spread through contact with infected blood. Before donated blood was screened for evidence of HIV infection and before heat-treating techniques to destroy HIV in blood products were introduced, HIV was transmitted through transfusions of contaminated blood or blood components. Today, because of blood screening and heat treatment, the risk of getting HIV from such transfusions is extremely small. 

HIV frequently is spread among injection drug users by the sharing of needles or syringes contaminated with very small quantities of blood from someone infected with the virus. It is rare, however, for a patient to give HIV to a health care worker or vice-versa by accidental sticks with contaminated needles or other medical instruments. 

Women can transmit HIV to their babies during pregnancy or birth. Approximately one-quarter to one-third of all untreated pregnant women infected with HIV will pass the infection to their babies. HIV also can be spread to babies through the breast milk of mothers infected with the virus. 

Studies of families of HIV-infected people have shown clearly that HIV is not spread through casual contact such as the sharing of food utensils, towels and bedding, swimming pools, telephones, or toilet seats. HIV is not spread by biting insects such as mosquitoes or bedbugs. 

HIV can infect anyone who practices risky behaviors such as:

· Sharing drug needles or syringes 

· Having sexual contact with an infected person without using a condom 

· Having sexual contact with someone whose HIV status is unknown 

Having a sexually transmitted disease such as syphilis, genital herpes, chlamydial infection, gonorrhea, or bacterial Vaginosis appears to make people more susceptible to getting HIV infection during sex with infected partners. 

4.  HIV Types
In 1984, three years after the first reports of AIDS, researchers discovered the primary causative viral agent, the human immunodeficiency virus type 1 (HIV-1). In 1986, a second type of HIV, called HIV-2, was isolated from AIDS patients in West Africa, where it may have been present decades earlier. Studies of the natural history of HIV-2 are limited, but to date comparisons with HIV-1 show some similarities while suggesting differences. 

Both HIV-1 and HIV-2 have the same modes of transmission and are associated with similar opportunistic infections and AIDS. In persons infected with HIV-2, immunodeficiency seems to develop more slowly and to be milder. Compared with persons infected with HIV-1, those with HIV-2 are less infectious early in the course of infection. As the disease advances, HIV-2 infectiousness seems to increase; however, compared with HIV-1, the duration of this increased infectiousness is shorter. HIV-1 and HIV-2 also differ in geographic patterns of infection. 

According to The Joint United Nations Programme on HIV/AIDS (UNAIDS), we currently know of at least 10 genetically distinct subtypes of HIV-1 within the major group (group M) containing subtypes A to J. In addition, group O (Outliers) contains a distinct group of very heterogeneous viruses. SIV (Simian Immunodeficiency Virus) is also included in the HIV-1 subtypes.  These subtypes are unevenly distributed throughout the world. For instance, subtype B is mostly found in the Americas, Japan, Australia, the Caribbean and Europe; subtypes A and D predominate in sub-Saharan Africa; subtype C in South Africa and India; and subtype E in Central African Republic, Thailand and other countries of southeast Asia. Subtypes F (Brazil and Romania), G and H (Russia and Central Africa), I (Cyprus), and group O (Cameroon) are of very low prevalence. In Africa, most subtypes are found, although subtype B is less prevalent. SIV is antigenically related and found in Primates in Africa.

5.  Diagnosis of HIV/AIDS
Because early HIV infection often causes no symptoms, a doctor or other health care provider usually can diagnose it by testing a person's blood for the presence of antibodies (disease-fighting proteins) to HIV. HIV antibodies generally do not reach detectable levels in the blood for one to three months following infection. It may take the antibodies as long as six months to be produced in quantities large enough to show up in standard blood tests. 

People exposed to the virus should get an HIV test as soon as they are likely to develop antibodies to the virus - within 6 weeks to 12 months after possible exposure to the virus. By getting tested early, people with HIV infection can discuss with a health care provider when they should start treatment to help their immune systems combat HIV and help prevent the emergence of certain opportunistic infections (see section on treatment below). Early testing also alerts HIV-infected people to avoid high-risk behaviors that could spread the virus to others. 

Babies born to mothers infected with HIV may or may not be infected with the virus, but all carry their mothers' antibodies to HIV for several months. If these babies lack symptoms, a doctor cannot make a definitive diagnosis of HIV infection using standard antibody tests until after 15 months of age. By then, babies are unlikely to still carry their mothers' antibodies and will have produced their own, if they are infected. Health care experts are using new technologies to detect HIV itself to more accurately determine HIV infection in infants between ages 3 months and 15 months. They are evaluating a number of blood tests to determine if they can diagnose HIV infection in babies younger than 3 months.

Health care providers diagnose HIV infection by using two different types of antibody tests, ELISA and Western Blot. If a person is highly likely to be infected with HIV and yet both tests are negative, the health care provider may request additional tests. The person also may be told to repeat antibody testing at a later date, when antibodies to HIV are more likely to have developed. 

6. Estimated Annual Incidence and Distribution

There are an estimated 42 million people in the world living with HIV/AIDS, of which 19.2 million are women, and 3.2 million are children below 15 years of age. In 2002, there were 5 million newly infected HIV individuals and 3.1 million deaths relating to AIDS. Every day in 2003 an estimated 14,000 people were newly infected with HIV. More than 95% of those live in low- and middle-income countries.

Adults and Children Living with HIV/AIDS as of 2003


[image: image6]
Adults and Children Living with AIDS at End of 2003 by Region

	Region
	No. Adults and Children Living with AIDS 

(in millions)
	Percentage

	Sub-Saharan Africa
	26.6
	67%

	South and South-East Asia 
	6.4
	16%

	Latin America
	1.6
	4%

	Eastern and Central Asia 
	1.5
	4%

	East Asia and Pacific
	1.0
	3%

	North America
	0.99
	3%

	North Africa and Middle East
	0.60
	2%

	Caribbean
	0.47
	1%

	Western Europe
	0.46
	1%

	Australia & New Zealand
	0.015
	<1%

	Total Worldwide
	39.6
	100%


The global AIDS epidemic shows no signs of abating. Five million people became infected with HIV worldwide and 3 million died in 2002 alone.
7.  Spreading of Disease

One in five adults across southern Africa are now living with HIV/AIDS, the highest rate since the beginning of the epidemic. While infection rates across sub-Saharan Africa vary widely, from less than 1% in Mauritania to almost 39% in Botswana and Swaziland, the breadth of the epidemic indicates that HIV/AIDS now has a firm hold on most countries in the region.

In several countries in sub-Saharan Africa, high levels of AIDS mortality now match the high rate of new infections, creating a cycle of illness and death due in great part to the almost complete absence of large-scale HIV prevention or antiretroviral treatment programs.

Early detection of HIV is of paramount importance due to the spreading of this disease and wide transmission.  Early diagnosis of this disease can provide for early treatment and prevention of the emergence of certain opportunistic infection.  Early testing also alerts HIV-infected people to avoid high-risk behaviors that could spread the virus to others.  The advent of rapid diagnostic tests for detection of HIV has dramatically changed the way this disease may be diagnosed and subsequently treated.

8.  Brief Description of Traditional HIV Test Procedure 

ELISA 

ELISA is the standard method for diagnosis in many parts of the developing world, but it requires considerable technical skill to obtain accurate results and is time consuming. It is also labor intensive and impractical when large numbers of samples must be examined.  Here’s a brief description of this lengthy procedure:

1. Fit strip holder with the required number of strip wells.

2. Pipette specimen diluent into each well.

3. Pipette samples and controls into each well.

4. Incubate at 37°C for 60 minutes on a shaker.

5. Wash and soak each well 6x with phosphate buffered solution.

6. Pipette substrate into each well.

7. Incubate at 15-30°C for 2 minutes.

8. Add sulfuric acid to stop the reaction.

9. Read at 450nm reader within 15 minutes.

ELISA, IFA, PCR, Western Blot, Reverse Transcriptase Assay, Latex and Gelatine Particle Assay

· Much more complex test procedure to follow, requires hours of incubation time and additional equipment as well.
· Requires a high level of technical expertise.
· The entire kit must be stored at 2-8 oC.
· Short shelf life – 6 months to 1 year.
10. About the Smart Check( HIV Rapid Tests

WHO and UNAIDS has shown that screening and confirmatory tests are needed for accurate and inexpensive tests.  WHO has recommended the combinations of ELISAs and simple rapid assays as a reliable testing strategy for HIV antibody detection.  The use of rapid tests is suitable for laboratories with limited facilities and process low numbers of specimens daily.  One of the key goals in diagnosing HIV infection is to maximize accuracy and minimize cost. The Smart Check( HIV Rapid Tests make it possible.  

· A true rapid test – Add specimen and buffer, then read result in minutes

· No complex procedure or additional equipment required – Test can be performed by technicians with minimum training

· Easy Storage – Store at room temperature or any temperature from 2oC to 30oC.  Refrigeration is NOT required.

· Long shelf life – Stable for 2 years

· High Quality – One of the best HIV rapid tests in the overall comparative study
· Detects three types of HIV – HIV-1, HIV-2, and/or Subtype O 
· Competitively Priced – Substantially less expensive than other market leaders giving you the advantage in your local market.

The Smart Check( HIV Rapid Tests are rapid and simple screening tests with high sensitivity and specificity that uses an immunoassay technology for the detection of HIV antibodies in whole blood, serum and plasma. 
The Smart Check( HIV Rapid Tests allow HIV testing to be performed directly on whole blood, serum or plasma specimens from patients in rural or smaller clinics, hospitals in developing countries, or in other resource-limited settings. Accurate results can be returned within minutes, allowing more effective patient follow-up, counseling and initiation of drug therapy, if needed. 

11.  Target Markets for the ACON( HIV Rapid Tests

The Smart Check( HIV Rapid Tests can replace traditional HIV diagnostic test such as ELISA, IFA, PCR, Western Blot, Reverse Transcriptase Assay, Latex and Gelatin Particle Assay as well as other rapid tests used to aid in the diagnosis of HIV.

It can be used by customers who desire immediate diagnosis by using the simplest method possible, thus avoiding the complex procedures, expensive equipment and inconvenience associated with many other tests.

The target markets for the Smart Check( HIV Rapid Tests are:

· Hospital labs

· Non-hospital labs

· Private labs

· Public labs

· Physician offices

· Blood banks

· Local mobile medical teams

· Health clinics

· STD and other freestanding counseling/testing sites

· Others

Because of the advantages and convenience of the tests, they will be most marketable in developing countries lacking medical diagnostic facilities and experienced lab technicians.  Opportunities may vary depending on different local medical and health conditions.

IV. Product Benefits & Competitor Matrix
HIV Rapid Tests vs. Other Traditional Tests

Part I. Product Benefits for HIV Rapid Tests 

1. Easy procedure – Add specimen and buffer into the specimen well then read results – only minimum training required

2. Simple test – No additional equipment required

3. High quality – High sensitivity and specificity

4. Built-in procedure control (C-line) – Indicates test procedure was followed correctly 

5. Results in minutes – Allows for immediate diagnosis and treatment

6. No refrigeration required – Long shelf life and room temperature storage

7. Affordable – Cost effective alternative to traditional tests

Part II. Competitor Matrix of HIV Test Methods

	Method
	Specimen
	Format
	Size/kit
	Price Range Per Test
	Additional Equipment Required
	Test for Result
	Storage
	Shelf Life
	Advantage
	Disadvantage

	Rapid HIV Test
	Whole Blood, Serum, Plasma
	Lateral Flow
	25  

Tests

Per Kit
	$ 0.80 - 3.00
	None!
	10 minutes
	Room temp
	24 months
	1. High Sensitivity & Specificity

2. Accurate & Reliable

3. Easy Procedure with minimum training requirement

4. Built-in procedure control (C line) indicates test procedure correctly followed

5. Results in minutes

6. Detects all HIV-1, HIV-2 and HIV-1 Subtype O

7. No additional equipment required

8. Affordable
	1. Can’t distinguish HIV-1 proteins: gp120, p24, etc.



	Western Blot
	Serum Plasma
	Western Blot
	27 Tests
	$ 4.00 – 10.00
	Shaker, aspirator, forceps, etc.
	5 hours - overnight
	Entire Kit @ 

2-8oC
	12 months
	1. High Sensitivity & Specificity

2. Accurate & reliable

3. Easy procedure

4. Provides distinction between HIV -1 proteins
	1. Need additional equipment such as shaker and aspirator

2. Very time-consuming

3. Delayed treatment due to lengthy test process



	ELISA 
	Serum and Plasma
	ELISA
	96 to 480 Tests
	$ 2.00 – 4.00
	Incubator, washer,

reader
	140

minutes
	Entire Kit @

 2-8oC
	12 months
	1. High Specificity

2. Accurate & reliable

3. Detects HIV-1, HIV-2, HIV-1 Subtype O


	1. Relatively low sensitivity

2. Need additional equipment such as incubator, washer, and reader

3. Long incubation time

4. Complex procedure

5. Delayed treatment due to lengthy test process

	IFA
	Serum, Plasma, Dried Blot Spot
	IFA
	25 to 50

Tests
	$ 3.00 – 8.00
	Fluorescence microscope, incubator, etc
	60

minutes
	Entire Kit @

2-8oC
	12 months
	1. High sensitivity & specificity

2. Accurate & reliable


	1. Need additional equipments such as fluorescence microscope

2. High cost on equipment and cost

3. Delayed treatment due to lengthy test process

4. Only Detects HIV-1

	PCR
	Plasma
	PCR
	96 Tests
	NA
	Thermocycler, analyzer, centrifuge, incubator,  etc. 
	4-5 hours
	2-8oC
	NA
	1. Very high sensitivity & specificity

2. Accurate & reliable
	1. Prone to contamination

2. Requires technical expertise

3. Only detects HIV-1


V. Product Benefits & Competitor Matrix

Smart Check( HIV Rapid Tests vs. Other Rapid Tests

Part I. Product Benefits for the Smart Check( HIV Rapid Tests

1. High Quality – One of the best rapid tests in an overall comparative study - Both sensitivity and specificity are over 99.0%
2. Competitive price – Test results equivalent to the leading commercial tests, but our test is much less expensive, giving you the competitive advantage in your local market
3. High reliability and reproducibility – Inter & Intra assay variability studies confirm high reliability and reproducibility
4. No refrigeration required – Two year shelf life and room temperature storage

5. Convenient to use – Available in various specimen types and multiple formats

6. Detects HIV Subtypes – Allows detection of HIV-1, HIV-2, and/or Subtype O 

7. Strong distributor support – Promotional materials and immediate technical support are always available

Part II. Competitor Matrix of HIV Rapid Tests

	Company
	Method
	Specimen
	Format
	Size/Kit
	Average Price Per Test
	Detectable HIV Subtypes
	Other Equipment Required
	Time for Result
	Sensitivity
	Specificity
	Storage
	Shelf Life
	Observation and Conclusion

of the Comparative Studies

	  Smart Check( 
 HIV Rapid Tests 


	Lateral Flow
	Whole Blood/ Serum/ Plasma
	Device
	25 

Tests
	Competitively priced
	HIV-1, HIV‑2, and/or Subtype O
	None!
	10 or 15 min
	ALL tests 

> 99.9 %
	ALL tests 

> 99.6%
	Room temp

or any temp from 2oC 

to 30oC
	24 months
	1. Easy to read the result

2. High sensitivity & specificity

3. Simple procedure

4. Long shelf life and easy    storage

5. No additional equipment required

6. Detects all three HIV-1, HIV-2, and/or Subtype O

7. Competitively priced for all  customers

	Commercially

Available Test A
	Lateral Flow
	Whole Blood/ Serum/ Plasma
	Strip
	100 Tests
	$ 1.60
	HIV-1 and HIV-2
	None  
	20 min
	95.5 – 100.0  %
	96.7  – 100.0 % 
	Room temp
	18 months
	1. Only detects HIV-1 and HIV-2

2. High sensitivity & specificity

3. More expensive

	Commercially Available Test B
	Lateral Flow
	Whole Blood/ Serum/ Plasma
	Device
	20 Tests
	$2.80
	HIV-1
	None
	10 min
	99.5 – 100.0%
	99.0 – 100%
	Room temp
	NA
	1. Detects HIV-1 only

2. Much more expensive



	Commercially Available Test C
	Lateral Flow
	Whole Blood
	Device
	25/100  Tests
	$ 3.00
	HIV-1 
	None
	20 min
	98.5 – 99.9  %
	99.7 – 100.0   %
	Room temp
	NA
	1. Only detects HIV-1 

2. Only detects whole blood

3. High sensitivity & specificity

4. More expensive

	Commercially Available Test D
	Lateral Flow
	Whole Blood/ Serum/ Plasma
	Device
	20/100 Tests
	$1.10
	HIV 1 and HIV-2
	None
	3 min
	NA
	NA
	Room temp
	NA
	1. Only detects HIV-1 and HIV-2

2. High sensitivity & specificity

3. More expensive

	Commercially Available Test E
	Flow Through
	Serum and Plasma
	Device
	10/20/50/100 Tests
	$ 0.70
	HIV-1 and HIV-2
	Refrigerator
	3 min
	98.9 – 100.0 %
	99.1 – 100.0 %
	2-8oC
	12 months
	1. Only detects HIV-1 and HIV-2

2. Only detects serum and plasma

3. More  expensive


VI. Technical Data
Smart Check( HIV 1/2/O Tri-line Rapid Test Device NEW!
Part I.  In-house Evaluation

A.  Sensitivity and Specificity Studies
Method: The performance of the Smart Check( HIV 1/2/O Tri-line Rapid Test Device (Whole Blood/Serum/Plasma) was compared to a leading commercially available ELISA in an evaluation of clinical specimens. 

	Method
	ELISA
	Total Results

	Smart Check( HIV 1/2/O  Tri-line                   Rapid Test
	Results
	Positive
	Negative
	

	
	Positive
	187
	3
	190

	
	Negative
	0
	699
	699

	Total Results
	187
	702
	889


Sensitivity: >99.9% (98.0-100%)*

Specificity: 99.6% (98.8-99.9%)*

Accuracy:  99.7% (99.0-99.9%)*

*95% Confidence Interval

Conclusion: The Smart Check( HIV 1/2/O Tri-line Rapid Test Device (Whole Blood/Serum/Plasma) yielded both sensitivity and specificity over 99.0% with clinical specimens when compared to ELISA.
B. Test Precision Study

INTRA-ASSAY

Within-run precision has been determined by using 15 replicates of three specimens: a negative, a low positive and a high positive. The negative, low positive and high positive values were correctly identified 99.8% of the time.
INTER-ASSAY

Between-run precision has been determined by 15 independent assays on the same three specimens: a negative, a low positive and a high positive. Three different lots of the HIV 1/2/O Tri-line Human Immunodeficiency Virus Rapid Test Device (Whole Blood/Serum/Plasma) have been tested using negative, low positive and high positive specimens. The specimens were correctly identified 99.8% of the time.

Part II.  Regional Evaluation

Method: The performance of the Smart Check( HIV 1/2/O Tri-line Rapid Test Device (Whole Blood/Serum/Plasma) was compared to a leading commercially available ELISA in a regional evaluation of clinical specimens. The evaluation included regions of Asia, Middle East, Latin America, and Africa.  A total of 526 specimens were tested.  Both tests identified 286 positive and 228 negative specimens. 

	Method
	ELISA
	Total Results

	 Smart Check( HIV 1/2/O    Tri-line  Rapid Test
	Results
	Positive
	Negative
	

	
	Positive
	286
	0
	286

	
	Negative
	1
	228
	229

	Total Results
	287
	228
	515


Sensitivity: 99.7% (98.1-100%)*

Specificity: >99.9% (98.4-100.0)*

Accuracy:  99.8% (98.9-100.0%)*            

* 95% Confidence Interval
Conclusion:  

A comprehensive study of 515 specimens from a total of 4 regions worldwide have been tested using the Smart Check( HIV 1/2/O Tri-line Rapid Test Device (Whole Blood/Serum/Plasma).  The Smart Check( HIV 1/2/O Tri-line Rapid Test Device (Whole Blood/Serum/Plasma) yielded both sensitivity and specificity over 99.0% with clinical specimens when compared to ELISA.  
Note:  For technical data, please refer to Technical Inserts #:  

VII. Catalog for Smart Check( HIV Rapid Tests

	Product                 Name
	Catalog No.
	Specimen Type
	Sample Volume
	Format
	Detectable HIV Types
	Detectable Antibodies
	Endpoint Result
	Tech-nology
	Read Time
	Tests per kit

	HIV 1/2  Human Immunodeficiency Virus 1/2
	06021004
	Whole Blood/ Serum/   Plasma
	25 µL
	Device
	HIV-1 and HIV-2
	IgG
	2 colored lines
	Latex
	15 min


	25

	HIV 1/2/O

Tri-line Human Immunodeficiency Virus 1/2/O
	06021005
	Whole Blood/ Serum/   Plasma
	25 µL (S/P) 

or 50 µL (WB)
	Device
	HIV-1, 

HIV-2 and Subtype O
	IgG
	2 or 3      colored lines

(2 T-line regions)
	Latex
	10 min
	25


* Packaging also available in bulk purchase.
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East Asia & Pacific


700 000 – 1.3 million





Latin America


1.3 – 1.9 million





Caribbean


350 000 – 590 000





North America


790 000 – 1.2 million





Australia 


& New Zealand


12 000 – 18 000     





South 


& South-East Asia


4.6 – 8.2 million





Eastern Europe �& Central Asia


1.2 – 1.8 million





Sub-Saharan Africa


25.0 – 28.2 million





North Africa & Middle East


470 000 – 730 000





Western Europe


520 000 – 680 000
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