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Change inherently introduces fresh perspec-

tives and possibilities. CTK is excited about the 

changes that recent key additions to our team 

and facilities will bring to our organization. We 

anticipate a strengthened ability to identify 

new technologies, address upcoming trends 

and bridge scienti�c discoveries with commer-

cial advances.

Key Personnel

Our new Marketing Manager has a PhD in 

Biochemistry and Cell Biology and acquired 

postdoctoral research experience in virology 

at The Scripps Research Institute. An advanced 

scienti�c background uniquely positions Dr. 

Guelker to develop support materials that 

e�ectively communicate scienti�c concepts 

and to identify market needs. 

Two new Product Managers, both of whom 

hold a PhD in Microbiology, will partner to lead 

the e�ort to expand our product lines and 

related technical information. Dr. Pan 

transferred to this new role from within the 

CTK R&D team, and Dr. Oberholzer transi-

tioned from an academic research career in 

infectious diseases at UCLA. They will work 

closely with our new Research and Develop-

ment Manager who joined CTK with over 10 

years of invaluable development experience in 

the IVD industry. These three individuals create 

the perfect combination of knowledge and 

experience to successfully advance our point 

of care products.

Facility Expansion

The addition of a new 2,300 sqm building has 

nearly doubled the overall size of our facility. 

This building boasts a new Customer Service 

Center and expanded warehouse space. As a 

result, we can maintain a larger inventory of 

raw materials to facilitate OEM production 

capabilities and �nished product inventory 

to reduce lead times on deliveries to CTK 

distributors. Over the course of the next two 

years, we expect to triple our production 

capacity.

We look forward to the future and the 

positive impact these changes will have on 

improving our customer service and on 

expanding our product range to meet 

global health needs.
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CDC grants worldwide exclusive license to CTK for use of 
patented, chimeric virus in dengue IgG, IgM diagnostic tests 

It’s o�cial! CTK Biotech and the US Center for Disease Control 

(CDC) have reached a license agreement that grants CTK the 

worldwide exclusive, diagnostic commercial 

rights to a patented dengue virus. The chimeric 

virus developed by the CDC identically 

preserves the envelope structure of the native 

virus including subunit number and conforma-

tion. This unique property makes it the most 

advanced dengue technology available to 

date. CTK is using this chimeric virus in its rapid 

tests and ELISA kits for the detection of both 

anti-dengue IgG and IgM. 

The dengue envelope protein is the major 

antigenic trigger for the production of 

antibodies, and previous studies reported 

several epitopes on the envelope protein. 

These �ndings prompted the development of a number of 

rapid tests that utilize envelope protein domains for antibody 

detection. However, this does not account for the possibility of 

antibodies that recognize interdomain epitopes which can lead 

to false negative results for certain infected individuals. Such 

assays are also limited in IgM detection which is particularly 

important during the early stage of infection when it is the 

predominant disease marker. Although variant antigen 

resources including native virus lysate have been searched, 

accurate IgM detection has not been achieved 

with previous generations of dengue tests. 

Because the CDC chimeric virus maintains the 

native structure of the virus, all antibody 

binding sites on the viral surface are also 

preserved. This is a critical factor for detecting 

both IgG and IgM antibodies produced in 

response to the native virus. Because of these 

characteristics, the OnSite Dengue diagnostic 

tests will have higher sensitivities and speci�ci-

ties than other antibody detection systems on 

the market.

The CDC, one of the �rst institutes to study 

dengue virus in a lab setting, is a renowned leader in the �eld. 

CTK is a leading developer and manufacturer of rapid tests in 

the IVD industry. CTK is proud of this newly established 

partnership and the opportunity to apply this cutting-edge 

scienti�c discovery to dengue diagnostic products aimed at 

advancing the quality of healthcare around the world, a funda-

mental goal at CTK.

 

Ta-Hsiang Chao, PhD
Director of Research and Development

”

“ The exclusively

licensed CDC chimeric 

virus is the result of the 

most significant progress 

in dengue research and 

will dramatically improve 

the diagnosis of dengue 

virus infection.

Regional variation in antibody responses to the rK39 antigen created a need for an immunochromato-

graphic test with increased sensitivity. The OnSite Leishmania IgG/IgM Combo Rapid Test (R0122C) is 

based on the rK28 antigen that contains multiple antigenic sites and has been shown to give a stronger 

signal for the detection of visceral leishmaniasis (VL) as compared to rK39. The Infectious Disease 

Research Institute (IDRI) recently evaluated this test at four South African sites. The results show 94% sensitivity and 99% speci�c-

ity, a highly promising performance result in a region where previous generation RDT’s were not e�ective for VL diagnosis. 

In a separate clinical study at a national microbiology reference lab, the OnSite Typhoid IgG/IgM Combo 

Rapid Test (R0161C) was evaluated against the culture method. With over 130 samples tested, the sensi-

tivity and speci�city were calculated at 100% and 93.7%, respectively. CTK’s Typhoid IgG/IgM Combo 

Rapid Test is a simple, cost-e�ective method for diagnosing S. typhi and paratyphi infections compared to 

the limited traditional methods that are either expensive and time-consuming (bacteria isolation) or have 

lower sensitivity and are di�cult to interpret (Widal test).

Clinical Evaluations of OnSite Leishmania IgG/IgM and Typhoid 
IgG/IgM Rapid Tests Yield Strong Performance Results
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Rotavirus Ag & Rota/Adeno Ag Launch
Diarrhea is one of the principle causes of childhood morbidity and mortality world-

wide, resulting in 2.5 million deaths annually.  By the age of �ve, nearly every child in 

the world has been infected with rotavirus at least once, and adenovirus infections 

account for up to 20% of viral gastroenteritis in young children. Symptoms are similar, 

but the clinical manifestations of rotavirus infection are more severe than those 

observed with adenovirus infection. Since a number of pathogens have been identi-

�ed as causes of acute diarrheal gastroenteritis, diagnosis of rotavirus and adenovi-

rus infections is important for decreasing the unnecessary use of antibiotics, espe-

cially in outpatient clinics with high patient volumes. CTK’s OnSite Rapid Tests are 

useful clinical tools that detect virus antigens in fecal specimens allowing speci�c 

diagnosis of rotavirus and adenovirus infections. 

Click here for more information about our NEW
OnSite Rotavirus Ag Rapid Test (R0194C) 

OnSite Rota/Adeno Ag Rapid Test (R0196C)

Other Products 
in Development & 
Launching Soon!!

CTK strives to continually 

expand and improve our lines 

of high quality diagnostic 

products. 

New products scheduled for 

launch in the coming months 

include:

• Procalcitonin Rapid Test

• HAV IgG/IgM Rapid Test

• HEV IgG/IgM Rapid Test

Additional products are 

currently in the research and 

development stage. Look for 

updates on the availability of 

these products in future 

issues of the newsletter:

• Rubella IgG/IgM Rapid Test

• RF Rapid Test

• Typhoid Ag Rapid Test

• Dengue ELISA Kits

• Malaria ELISA Kits

For more information about 

our products visit 

ctkbiotech.com.

Product LaunchesNew & Improved
Innovation to Meet World Health Needs
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Improved Dengue OnSite Rapid Tests
Today, more than 40% of the world’s population is at risk for infection with dengue 

virus. With no available vaccine, increased urbanization and globalization and 

climate change making more regions inhabitable for the dengue-spreading mos-

quito, control of the disease relies heavily on the early detection of dengue virus 

infection. In response, CTK has improved its line of OnSite Dengue Rapid Tests. CTK’s 

tests utilize a chimeric virus exclusively licensed from the CDC, the most advanced 

technology for detecting infection by all four serotypes of dengue with high sensitiv-

ity and speci�city. This is of particular importance since multiple serotypes have been 

identi�ed in recent outbreaks. Additionally, all OnSite Dengue Rapid Tests are now 

compatible with serum, plasma or whole blood specimens.

Click here for more information about our IMPROVED
OnSite Dengue IgG/IgM Combo Rapid Test (R0061C) 
OnSite Duo Dengue Ag-IgG/IgM Rapid Test (R0062C)

OnSite Dengue Ag Rapid Test (R0063C)
OnSite Duo Dengue IgG/IgM-CHIK IgM Rapid Test (R0069C)

http://www.ctkbiotech.com/
http://www.ctkbiotech.com/index.php?option=com_content&view=article&id=8&Itemid=22
http://www.ctkbiotech.com/index.php?option=com_content&view=article&id=8&Itemid=22


For centuries, outbreaks of jaundice have 

been frequently described, and in 1912 the 

term infectious hepatitis was coined to 

describe the epidemic form of the disease 

caused by hepatitis A virus (HAV). Decades 

later, retrospective analysis of documented 

epidemics identi�ed hepatitis E virus (HEV) 

as a second causative agent. Together, HAV 

and HEV constitute a serious and under 

recognized global health threat with the 

potential to a�ect hundreds of millions of 

people each year.

Hepatitis infections cause in�ammation of 

the liver but can be otherwise silent or 

accompanied by clinical symptoms such as 

jaundice, dark urine, extreme fatigue, 

nausea, vomiting and abdominal pain. While 

HAV and HEV infections are symptomatically 

similar, they di�er signi�cantly in pathogen-

esis, seroprevalence, protective immunity 

and modes of transmission.

HAV infection is typically asymptomatic in 

children but can a�ect adults more severely 

presenting with the full range of symptoms 

in 70-80% of cases. However, in the majority 

of cases the patients reach full recovery after 

several months of debilitation. HEV has a 

di�erent pro�le; recent studies have shown 

that HEV infections in children under 2 years 

of age are associated with high mortality 

rates. HEV also leads to disproportionately 

high rates of fulminant hepatitis and subse-

quent high fatality rates in pregnant women, 

particularly when acquired during the third 

trimester, a hallmark of the disease. 

HAV is endemic throughout the world and 

hyper-endemic in areas with poor sanita-

tion; HAV-speci�c IgG prevalence may reach 

close to 100% by the age of 5, is protective 

and persists for many years. HEV is endemic 

to developing areas, but in developed coun-

tries presents only as isolated cases. Unlike 

HAV, the seroprevalence of HEV is usually 

<40% in any general population. Interest-

ingly, in developed countries, while the 

prevalence of HEV exposure is substantial, it 

rarely results in widespread disease. This 

suggests that further investigation is 

needed to fully understand the pathogenic-

ity, genomic di�erences and viral-host 

factors at play following HEV exposure.  

Transmission of both HAV and HEV occurs 

through the oral-fecal route typically by 

contaminated water supplies in countries 

where outbreaks occur. Additional modes of 

HEV transmission are being investigated 

since well-de�ned water sources have not 

consistently been found. Recently, credible 

evidence of person-to-person transmission 

of HEV was demonstrated in a 2010 

outbreak in Uganda, a route not previously 

observed with HAV.

In order to understand the true incidence of 

acute hepatitis around the world, there is a 

need to distinguish between HAV and HEV 

as the causative agent in acute hepatitis 

infections. Strong immune responses in 

which virus-speci�c IgM and IgG are induced 

make serological tests a useful tool for di�er-

entiating between HAV and HEV infections. 

Determining the responsible etiological 

agent will allow enhanced patient care, 

implementation of preventative measures 

and disease prevalence tracking.

To learn more about CTK’s HAV and HEV 

diagnostic test kits, click here.

A Closer Look at Hepatitis E: Same Presentation as Hepatitis A, 
Dangerous Consequences for Misdiagnosis
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• MEDevice San Diego Conference and Showcase
     September 26-27, 2013
     San Diego, CA USA

• American Society of Tropical Medicine and Hygiene
     62nd Annual Meeting
     November 13-17, 2013
     Washington, DC USA

• Redesigned CTK Website Launch
     November 2013

http://www.ctkbiotech.com/index.php?option=com_content&view=article&id=8&Itemid=22
http://www.ctkbiotech.com/

