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Our Vision & Mission 

We enable longer and healthier living through detection and 
monitoring of serious diseases. 
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Our mission is to be a leader in the 
development and commercialization of 
diagnostic solutions. We are dedicated to 
delivering high-quality products that 
provide ease of use, rapid and accurate 
results at the point-of-care (POC). As a 
global company, we are committed to 
innovation and the highest quality 
standards.   



Organization & Facility  

• FDA & USDA- 
Approved 
Development & 
Manufacturing 
Facility 

• All Company 
Operations in 
60000 Sq. Ft. 
Leased Facility in 
Medford & 
Holbrook, NY 
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TOTAL EMPLOYMENT 
Approximately 170  

SG&A 

Research & 
Development 

Reg. & Clinical  
QA & QC 

Operations 

11 

29 

15 

136 
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Global POC Diagnostics Company 

NORTH AMERICA 

• Established U.S. Sales & Marketing (June ‘14) 

• DPP® HIV 1/2 FDA Approved, CLIA Waiver pending 

• Funded Research: CDC, DOD, NIH (2013) 

EUROPE 

• Achieved CE mark for SURECHECK® HIV (July ‘13)  

• Achieved CE mark for HIV STATPAK®, (March ‘14)  

• Pending CE mark for DPP® HIV and DPP® 
HIV/Syphilis Assays 

LATIN AMERICA 

• Strong OEM Partnerships (e.g., FIOCRUZ, Labtest)  

• Branded products sold to NGOs, private  
distributors 

ASIA 

• Established License, Technical 
Transfer, Contract Manufacturing, 
Distribution  Agreement (Feb. ‘14) 

MERA (Middle East, Russia, Africa) 

• Sales channel: NGO-direct & through distributors  

• Procurements primarily funded by PEPFAR, Global 
Fund, and WHO 



CHEMBIO Rapid HIV Tests   
FDA Approved and/or on WHO, USAID Waiver List 
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SURE CHECK® 
HIV 1/2  

HIV 1/2 
STAT-PAK® 

HIV 1/2 STAT PAK® 
 DIPSTICK 

DPP® HIV 1/2  
Assay (Oral 

Fluid/Blood) 

 
DPP® HIV-  

Syphilis Assay 
 

  

Regulatory 
Approvals & 
Listings 

FDA/CLIA-Waived 
Approved;  

CE Mark Approved; 
USAID Waiver;  

WHO Bulk Proc. List  

 
FDA/CLIA-Waived 

Approved; 
CE Mark Approved; 
USAID Waiver; WHO 

prequalified 
 

USAID Waiver;   
WHO Prequalified 

 
FDA/CLIA –Waived  

Approved; 
USAID Waiver; 
WHO Pending; 

CE Mark Pending 
 

USAID-waived;   
WHO, FDA, CE Mark 
approvals pending 

Technology 
Lateral Flow  - Unique 
Unitized, Capillary Tip  

Closed System 
Lateral Flow  Lateral Flow 

Dual Path Platform 
(DPP®) 

Dual Path Platform 
(DPP®) 

 

Sensitivity FDA    99.7% (HIV-1) 
FDA     100% (HIV-2) 

FDA    99.7% (HIV-1) 
FDA     100% (HIV-2) 

WHO     100% 
USAID    100 %     

 Oral Fluid 
HIV/Syphilis  (CDC) 

99.53/98.8 

Specificity FDA    99.9% FDA    99.9%  WHO      99.7% 
USAID    99.8 %     

Oral Fluid 
HIV/Syphilis  (CDC) 

99.47/99.4 

Features       

Sample Types All Blood Matrices All Blood Matrices All Blood Matrices 
Oral Fluid  

All Blood Matrices 
All Blood Matrices 

 

True IgG 
Control 

Y Y Y Y Y 

Sample Size  
(in microliters) 

2.5 5  5 10   blood 10 

HIV-2  Y Y Y  Y Y 



Chembio POC tests serve a diverse, regulated 
global market 

• Chembio’s manufacturing (cGMP) is in full 
compliance with regulatory requirements 

• FDA: 3 approved PMAs 

• USDA: 2 Produt Manufacturing Licences 

• ISO13485 registered 

• Audited routinely by various regulatory agencies:  

‐ CBER Inspected (21 CFR, 210, 211, 600’s, & 820) 

• Three of Twenty-four PMAs currently active with FDA CBER 
belong to Chembio 

‐ CDRH Inspected (21 CFR 820) 

‐ CVB Inspected (9 CFR 115) 

‐ NB inspected (ISO:13485) 

‐ WHO inspected 

‐ USDA inspected  

‐ CE/ LNE inspected 

http://www.google.com/url?sa=i&rct=j&q=&esrc=s&frm=1&source=images&cd=&cad=rja&uact=8&docid=XFikpdpw7JTPGM&tbnid=y9C8JAFHGLlvCM:&ved=0CAUQjRw&url=http://caare101.org/?p=19&ei=P7ONU5SNHZHjsAS9_oKwDw&bvm=bv.68191837,d.aWw&psig=AFQjCNGC9Ak8_puQeNdYRa7LJND71jQOjA&ust=1401881783900699


Comprehensive Manufacturing Capabilities 

• High Volume Manufacturing: >14M units produced / 
year  
‐ 5 reel-to-reel dispensing system, two reel-to-reel lamination, 4 

Packaging Lines , Automated Vial Filling Equipment, Barrel 
Assembly  

‐ Temperature & Humidity controlled Production Areas  

‐ Lean & Six Sigma Methodology employed to drive efficiencies, 
cost reduction and quality 

• Engineering Capabilities:  
‐ >100 years combined experience in Equipment Qualification & 

Process Validation 

• New Warehouse (19K ft2): 
‐ Temperature Control  

‐ Walk in refrigerator storage (2-8oC) 

• Strong Operational Management Team experienced 
in Quality Systems 
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Mechanism Results 

Screening Tests Confirmatory/Multiplex Tests 

Chembio’s “Dual Path Platform” (DPP®) Technology 

• Patented technology 

• Allows improved sensitivity compared to Lateral Flow Technology 

• Enables multiple test results via a single blood sample (e.g., HIV-
Syphilis Combo Assay) 

• Offers application within Infectious Disease and potential for a 
number of other indications 









Patent Pending  



Chagas Stat-Pak 



DPP Torch IgG/IgM Assay vs. Competitor’s LF Assay 

IgM 

IgG 

IgM 

IgG test IgM test 

D-DDP with one blood sample (10 ul) v LF 10x 20ul=200 ul 



DPP Results  Multiplex 18 tests line + 2 control lines 
5-50 ul Serum/blood for screening of  IgG/IgM or IgE 

Possible combination of antibody and antigen detection 
Allergy, Autoimmune, tropical panel,Veterinary…… 

 
 

 



http://wwwnc.cdc.gov/travel/yellowbook/2014/chapter-5-post-travel-evaluation/fever-in-returned-travelers#3184 











Malaria Worldwide 

In 2012, an estimated 627,000 people died of malaria—most were young children in sub-
Saharan Africa. Within the last decade, increasing numbers of partners and resources have 
rapidly increased malaria control efforts. This scale-up of interventions has saved 3.3 million 
lives globally and cut malaria mortality by 45%, leading to hopes and plans for elimination 
and ultimately eradication. CDC brings its technical expertise to support these efforts with its 
collaborative work in many malaria-endemic countries and regions. 

http://www.cdc.gov/malaria/malaria_worldwide/index.html 



Today about 2.5 billion people, or 40% of the world’s 
population, live in areas where there is a risk of Dengue 
Transmission.  WHO estimates that 50-100 MM 
infections occur yearly.  

http://www.cdc.gov/Other/disclaimer.html


Increasing Concern About Dengue and 

Chikungunya in the United States 

Chikungunya was introduced into the Caribbean in 

late 2013. Through September 5, 2014, more than 

650,000 clinical cases of chikungunya have been 

reported throughout the Caribbean and Americas. 

This includes more than 750 travel-associated cases 

of individuals who were infected while abroad and 

became ill after returning to the United States. 

Importation of chikungunya has led to at least 

eight locally acquired chikungunya cases in 

Florida. Up-to-date information on the number of 

chikungunya cases in the Americasand in 

the United States are available. 

Because dengue is endemic in all areas of the 

Caribbean and Americas that have ongoing 

chikungunya outbreaks, both dengue and 

chikungunya should be included on the differential 

diagnosis of patients returning from these areas 

with acute febrile illness. 

http://www.paho.org/hq/index.php?option=com_topics&view=article&id=343&Itemid=40931
http://www.cdc.gov/chikungunya/geo/united-states.html


http://www.cdc.gov/chikungunya/ 

http://www.medscape.com/view

article/831523 



Co-operation with CDC for field studies in May 2015 





Human 

Fever, Malaise, Diarrhea, Hemorrhage 

Filoviridae 

Apes, Monkeys, 

Swine 

Reservoir (Fruit bats?)  

Marburg virus 

Ebola virus 
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Ebola DPP® Detection: 
Ebola Virus 
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Ebola DPP® Testing using Live EBOV (Guinea 

Strain) 

EBOV 
1x105 pfu/ml 

Neg Control 
Marburg 
1x106 pfu/ml 

Performance site: BSL4 lab PHA Health Canada (Dr. Gary Kobinger) 

Ebola DPP® Testing using Live MARV (Negative 

Control) 

0

200

400

600

800

1000

1200

EBOLA DPP® is specific for EBOV and detects down 
to 5000 pfu/ml of Ebola virus Guinea Strain. This 
corresponds to 500 pfu per test 

DPP® Test quantitated using DPP® reader 
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It is not only Ebola Virus 







Dose Response Profile of Yersinia pestis Assay in Blood LOD ~ 25ng/mL in 

Blood 

Performance of B. pseudomallei Assayd ~ 05-12ng/mL in 

Blood 

  

DPP® Febrile Illness Assay – Limit of 
Detection 

LOD studies for Multiplex DPP® 

Febrile Illness Test.  Exclusivity panel of 

10 agents evidenced no reactivity for test 

(no false-positive).  *Tests carried out in 

U.S. Army Medical Research Institute of 

Infectious Diseases (USAMRIID), 

**exclusivity panel of six agents at 200x 

of the LOD showed no response during 

tests carried out in Naval Medical 

Research Center (NMRC0.   

Biosafety II (NRL) Biosafety III

30 ng/mL

15 ng/mL

70 ng/mL

70 ng/mL

Burkholderia 

pseudomallei
500 pg/mL 3.8x104 cfu/ml**

Yersinia pestis F1 antigen
Colarado-

92 strain
1x105 cfu/ml** 5x105 cfu/ml**

CPS antigen

Multiplexed DTRA 

Marker
Antigen

Limit of Detection (LOD)

Dengue

Strain 1

Strain 2

Strain 3

Strain 4



Prototype DPP multiplex Biothreat device shows successful detection among all test lines.  Test line combination is: 1) F. tularensis (LPS) 2) Y. pestis (F1) 3) Dengue fever (NS1) 4) B. 

pseudomallei 5) B. anthracis (EF).  All test lines were assayed individually with their respective antigens (a, b, c, d, & e for Tularensis, plague, Dengue, Melioidosis and Anthrax 

respectively) as well as with a mixture of all antigens (e).  When assayed individually the marker in question was easily identifiable as positive while the other test lines showed no intensity.  

We do not see any cross reactivity issues with the biological test prototype.   The positive mix sample shows that the prototype is capable of detection along all markers simultaneously.    

  

  

Prototype DPP® Biothreat Assay 



 
DPP® Chikungunya IgM / IgG  Assay 
 
 

IgM 

IgG 

Testing with Chikungunya Positive  Sample; 

Product Code DS-903;  Donor ID # BD217710  

Batch #  10073748  
DDPP IgM  DDPP IgG  

Visual Reader Visual Reader 

Test  Control Test Test  Control Test 

3 3 6950 3 3 10931 

Sera Care Data- Reference lab; Quest Diagnostics 

Markers tested 
Inspection 

Method 
Interpretation Dilution  

CHIKUNG IFA POS 1280 

CHIKUNM IFA POS 160 



DPP Leptospira IgG/IgM 



MAPIA  for Dengue NS1 Antibody Seroselectivity 
Screening 
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-- Dag1 (N2) 

-- Dag2 (N2) 

-- Dag3 (R1) 

-- Dag4 (R2) 

-- Dag5 (R3) 

-- Dag6 (R4) 

-- Dag7 (R1) 

-- Dag8 (R2) 

-- Dag9 (R3) 

-- Dag10 (R4) 

-- Dag11 (N2) 

-- Dag12 (N2) 

-- Dag13 (N2) 

-- Dag14 (N2) 

-- Dag15 (N4) 

-- Dag16 (N3) 

-- Dag17 (N2) 

-- Dag18 (N1) 

 

 

 



 D19  D32 D42            D25 D26 D34            D17 D40            D30 D45  MAb: 

Serotype 1 
(& 2 but weaker) 

Serotype 2 Serotype 3 Serotype 4 

-- Dag1 (N2) 

-- Dag2 (N2) 

-- Dag3 (R1) 

-- Dag4 (R2) 

-- Dag5 (R3) 

-- Dag6 (R4) 

-- Dag7 (R1) 

-- Dag8 (R2) 

-- Dag9 (R3) 

-- Dag10 (R4) 

-- Dag11 (N2) 

-- Dag12 (N2) 

-- Dag13 (N2) 

-- Dag14 (N2) 

-- Dag15 (N4) 

-- Dag16 (N3) 

-- Dag17 (N2) 

-- Dag18 (N1) 

 

 

 

Ag: 

Dengue Seroselectivity on MAPIA 
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Serotype 1 

Serotype 2 Serotype 3 

Serotype 4 

DPP Dengue Serotyping Assay 

D1  D4  C D1  D4  C D1  D4  C D1  D4  C 

D2  D3  C D2  D3  C 
D2  D3  C 

D2  D3  C 



DDPP® Dengue Antibody Detection Assay: Quick Reference Instructions for Laboratory Settings Testing     For IN VITRO diagnostic use     

2) SAMPLE + BUFFER  DELIVERY INTO WELL  1  3) RUNNING BUFFER  DELIVERY INTO WELL 2 AND 3 

1)  SPECIMEN COLLECTION : SERUM or PLASMA only  

 

4) RESULT  INTERPRETATION  

Wait  5  minutes 

5 
0 5 

20 

0 

NON-REACTIVE REACTIVE INVALID 

7 drops 

10 µL sample 

625489 

4 drops 

Read results 

175 µL sample 

Pipette up and down 3x to mix 

Well 2 

Well 1 

625489 

For problems or questions,  

please contact  

Chembio Diagnostic Systems 

Customer Services at  

631-924-1135 x112 

Well 3 

250 µL Sample Buffer 

150 µL Running Buffer 



        Update DPP reader 

 

printer 

3. Phone/Cloud 

based reader 

4. Desktop reader with printer  

1. Micro reader+RFID 

2. Desktop reader 

6. Cell phone 

reader  

7. Scanner reader +laptop 



• Ruggedized 

• Portable 

• Drop resistant 

• Touch screen 

• Removable 

keyboard 

 

 

DPP Reader  V4 mobile with Laptop 





Global Public Health: Two Big Problems 

Care Delivery 
 Inadequate diagnostic accuracy 

 Inadequate clinical work-up & therapy 

 Inadequate data capture & data flow 

Health 

Workers 

Clinical Workflow 

Data Capture & 

Transmission 

Care Management 
 $100BNs in spending not evidence-based 

 Costly, low-reliability data collection 

 Poor health worker monitoring & direction 

Health Program 

Managers 

Data 

Aggregation 

Monitoring, 

Evaluation, & 

Reporting 

Health Worker 

Guidance 

One Unified 
Solution  

Diagnostic 

Testing 



Javan Esfandiari 

Chief Science and Technology Officer 

Chembio Diagnostic Systems Inc  

3661 Horseblock Road 

Medford NY , 11763 USA 

Tel:        +1-631-924-1135 (x112) 

Fax:       +1-631-924-6033 

E.mail: jesfandiari@chembio.com 

Homepage: www.chembio.com 

THANK YOU! 

mailto:jesfandiari@chembio.com
http://www.chembio.com/








DPP Leprosy 



ELISA TR DPP® Leptospirose – Bio-Manguinhos 

 (Aguardando registro) 

Diagnóstico para Leptospirose 

 Fácil manipulação; 
 

 Resultado rápido; 
 

 Confiável; 
 
  Uso Ambulatorial, laboratorial e em 
campo; 

 
 Diagnóstico rápido e precoce da 
leptospirose. Fundamental para o sucesso do 
tratamento. 
 



 

ELISA TR DPP® LVC – Bio-Manguinhos 

 (Março de 2011) 

IFI 

Diagnóstico para Leishmaniose Visceral Canina 

  

 Fácil manipulação; 

 

 Resultado rápido; 

 

 Confiável; 

 

 Uso Ambulatorial, laboratorial e em 

campo; 

 

 Resultado imediato permitindo 

definir o destino do animal. 

 


