
 

FUJIFILM Wako Pure Chemical Corporation launches 

 recombinant protein-reagent “PYROSTARTM Neo” for endotoxin detection 

-allowing highly accurate endotoxin detection at pharmaceutical manufacturing sites 

  

 

 

 

 

OSAKA, December 23, 2021 – FUJIFILM Wako Pure Chemical Corporation (President: Kazuo 

Shiraki) will launch the recombinant*1 protein-reagent “PYROSTARTM Neo”, for detection of bacterial 

endotoxin, at the end of January 2022. This reagent is based on a genetically engineered approach 

to produce reactive factors required for detecting endotoxin. It facilitates highly accurate endotoxin 

detection at pharmaceutical manufacturing sites. 

 

Endotoxin is a type of toxin contained in the outer membrane of Gram-negative bacteria*2. Its 

entry into the human bloodstream could lead to fever and shock, or even death in the worst-case 

scenario. At manufacturing sites for pharmaceuticals and medical equipment, where strict quality 

control is required, the level of endotoxin is measured in order to prevent products from being 

released to the general public while being contaminated with endotoxin. The current expansion of 

the biopharmaceutical market, including production of antibody drugs, has been increasing demand 

for products associated with endotoxin detection. 

 

In 1979, FUJIFILM Wako Pure Chemical Corporation released an LAL reagent*3 for endotoxin 

detection. The company has also developed testing equipment, which contributes to increasing the 

sensitivity of endotoxin detection. Today, the company offers a wide range of products including 

“PYROSTARTM ES-F” (reagent) and the “Toxinometer® ET-7000” (equipment) to address various 

customer needs. 

 

  PYROSTARTM Neo, which utilizes the Chromogenic Substrate Assay (CSA)*4, is a reagent 

capable of measuring endotoxin content with high accuracy. Recombinant protein is used to 

produce reactive factors equivalent to Factor C, Factor B and a coagulation enzyme precursor, 

which constitute the horseshoe crab’s endotoxin reaction function*5. Stable supply of this reagent is 

possible without depending on raw materials derived from natural horseshoe crabs, responding to 

potential demand growth in the future. In addition, the reagent has a quantification range*6 of 

0.001EU/mL to 50EU/mL to detect even a minute amount of endotoxin accurately. 

   

PYROSTARTM Neo is compatible with generic endotoxin testing equipment. This provides a wide 

range of applications including not only product safety assessment, but also the testing of 

pharmaceutical materials and the quality control of water used for manufacturing pharmaceuticals. 

 

 Under the mission of “With commitment to the future of science, our company is dedicated to 

create the source of happiness for all people,” FUJIFILM Wako Pure Chemical Corporation will 

continue to contribute to the progress of a wide range of life science fields such as healthcare and 

academic research, by developing and supplying high quality products to meet the needs of 

customers and society. 

 

*1 Genetically engineered protein. 



*2 Bacteria that appear red following Gram staining. Typical Gram-negative bacteria include E. coli and Salmonella 

enterica. 

*3 An endotoxin detection reagent formulated from Limulus Amebocyte Lysate (LAL). 

*4 One of the methods for detecting endotoxin content. It measures color development that results from the breakdown of 

a substrate in the reagent, caused by reaction with endotoxin. 

*5 This is the horseshoe crab’s biological defense function, coagulating body fluid in reaction to endotoxin. Endotoxin 

initiates a chain reaction of activation for Factor C, Factor B and a coagulation enzyme precursor, which make up the 

horseshoe crab’s blood cells, causing body fluid to coagulate in the end. 

*6 The range of endotoxin content that can be detected. 
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Endotoxin detection recombinant protein-reagent “PYROSTARTM Neo” 

 

For inquiries on information in this media release, contact: 

Media contact:    FUJIFILM Wako Pure Chemical Corporation 

  https://www.fujifilm.co.jp/form/ffwk/en/general/input.php?id=FFWKGeneralEn  

 

Product / service inquiry:  FUJIFILM Wako Pure Chemical Corporation (Japan) 

Email：ffwk-labchem-tec@fujifilm.com 

FUJIFILM Wako Chemicals U.S.A Corporation 

Email：wkuspyrostarinfo@fujifilm.com 

FUJIFILM Wako Chemicals Europe GmbH 

Email：labchem_wkeu@fujifilm.com 

FUJIFILM Wako Chemicals (Hong Kong) Limited 

Email：wkhk.info@fujifilm.com 

FUJIFILM Wako (Guangzhou) Trading Corporation 
Email：wkgz.info@fujifilm.com 
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