 

   
        
	   	
       
   
	
       
   
	
       
   
	
       
   






	
            News and Events
        







	
		 Search for
		 
	
	
		 
	











        

	
	    [image: EKF Diagnostics logo]



	    


	
            Point-of-Care
    	
            Connectivity
        
	
            Diabetes Care
    	
            Biosen
        
	
            Quo-Lab A1c
        
	
            Quo-Test A1c
        
	
            STAT-Site WB
        


        
	
            Hematology
    	
            DiaSpect Tm
        
	
            Hemo Control
        
	
            HemataStat II
        


        
	
            Maternal & Women's Health
    	
            Creamatocrit Plus
        
	
            Pregnancy Tests
        


        
	
            Sports Performance
    	
            Biosen - Sports
        
	
            Lactate Scout Sport
        


        
	
            Veterinary
    	
            Hemo Vet
        
	
            Lactate Scout Vet
        


        


        
	
            Central Laboratory
    	
            Clinical Chemistry
    	
            All Chemistry
        
	
            Beta-Hydroxybutyrate
        
	
            Glycated Albumin
        


        
	
            Immunoassay
        
	
            Infectious Diseases
    	
            QuStick Strep A
        


        
	
            Laboratory Analyzers
    	
            Altair 240
        
	
            Biosen R-Line
        
	
            Excel
        


        
	
            Micro Centrifuges
        
	
            Occult Blood
        
	
            PrimeStore MTM
        


        
	
            Life Sciences
    	
            Contract Fermentation
        
	
            Life Sciences OEM
        
	
            Custom Bioprocessing
        
	
            Diagnostic Enzymes
        


        
	
            Contract Manufacturing
        
	
            Investors
    	
            RNS
        
	
            Corporate Governance & Committees
        
	
            Company information (AIM Rule 26)
        
	
            Directors & Advisors
        
	
            Documents & Reports
        


        




   






   
	

   

	
   
      [image: Contract-Fermentation-Category-Top-Banner]


   


   
	Life

Sciences

Life Sciences



   [image: ]


   [image: ]


   [image: ]


   [image: ]






	Life Sciences applications

EKF Life Sciences manufactures diagnostic enzymes and contracted custom products for use in medical diagnostics, pharmaceuticals and industry.


EKF Life Sciences is based in Elkhart and South Bend, both in Indiana. Both facilities utilise bacterial fermentation and downstream processes to isolate and deliver the highest quality enzymes and biomolecules that are specially engineered to customers' specifications. 


The fermentation facility is designed to produce micro-organisms including recombinant organisms for the manufacture of post-fermentation products such as enzymes, proteins and related biomaterials.





Our 21,000 sq.ft. manufacturing facility is ISO 13485:2016 certified with 12,000 square feet dedicated to fermentation production activities.


The plant routinely operates two segregated HEPA filtered fermentation suites with production vessels ranging from 40 liters to 1,600 liters. In 2022 a 14,500 liter stainless steel fermenter and 8,000 liter media preparation system were added to accommodate bulk orders.


Additional downstream processing equipment includes two AS-16 Super Sharples centrifuges located in a clean, HEPA filtered processing suite, a microfiltration unit for cell harvesting, two cell homogenizers, freeze drying unit for product processing and liquid nitrogen storage for cell banking.




 


EKF Life Sciences manufactures enzymes and related biomolecules from bacterial fermentation since 1983

Core Capabilities




	Pilot and small manufacturing
	Bulk orders
	Process development and optimization
	Process transfer and scale up
	cGMP documentation
	Validation
	Quality Assurance and Quality Control



 


Our commitment to you




Our team of experts work with early stage and mature processes to manufacture to ISO standards, and are committed to maintaining  these standards as well as unparalleled  customer service.


 


Inquire now 

EKF Life Sciences services




Contract fermentation



EKF Life Sciences'  fermentation facilities are designed to produce microorganisms, including recombinant organisms, for clinically important enzymes and proteins used in many industrial applications. EKF Life Sciences enzymes are either sold in bulk or used in the production of in vitro diagnostic devices (IVDs).





Read more 




 


Custom bioprocessing



Downstream processing applications are designed in order to address a multitude of client applications. EKF Life Sciences will work to customer specifications to produce a cell paste through various intermediary fractions to the final freeze drying of final product.





Read more 




 


Diagnostic enzymes



EKF Life Sciences manufacture enzymes used in clinical diagnostic reagents. These include: 


	Arylacylamidase
	Beta-Hydroxybutyrate Dehydrogenase
	Salicylate Hydroxylase



These enzymes are used for the production Stanbio Chemistry branded reagents, OEM reagent production and are sold commercially for reagent production by third party clinical diagnostic companies.





Read more 




 


Life Sciences OEM



Leverage our extensive manufacturing capabilities and many years of experience to produce your own quality products. Our ISO13485:2016 certified facility is conveniently located just 90 miles from Chicago in Elkhart, Indiana.





Read more 




 





Quality Assurance


EKF Life Sciences is committed to the development, manufacture, and delivery of quality products that meet or exceed customer expectations that are in accordance with FDA regulations and ISO13485:2016 Standards (Medical Devices). 


We are currently certified for ISO13485:2016 and have a successful inspection track record since our initial certification to ISO9001:1994 back in 1998.


EKF Life Sciences is also audited regularly by customers from various industries, and we work with them to meet their specific quality system requirements.





Quality Assurance responsibilities include:


	Finished product disposition
	Customer and regulatory audits
	Internal audits       
	Deviation and CAPA systems
	Vendor qualification
	Change control
	Training systems
	Document control



 




Inquire now 

Over 35 years of service




EKF Life Sciences has been manufacturing enzymes and related biomolecules from bacterial fermentation for use in IVD since 1983.  




Since then it has developed core competencies in technology transfer to commercialization, and the scale up of fermentation processes from bench top vessels to manufacturing large scale stable and reliable enzymes. These enzymes can be consistently produced in bulk scale for mass production of test kits. 




With the continued development of microbial expression platforms and the expanding interest in medical and industrial applications for biologically produced intermediates and products, EKF Life Sciences serves as a critical link in the evolution of improved and environmentally sensitive manufacturing processes.


 


Adding to this long history of service to the industry, in 2017 EKF Life Sciences announced a significant investment in its manufacturing capability. 


 


Decades of experience delivering the highest quality



	

	

	


   


	
          
   EKF Diagnostics

   EKF Diagnostics Holdings plc is a manufacturer and distrbutor of IVD products. It has three core divisions: Point of Care including hemoglobin and HbA1c analyzers; Central Laboratory including the manufacture of enzymes and clinical chemistry; and Molecular Diagnostics which incorporates a unique DNA enrichment technology, PointMan, and a portfolio of molecular testing services.

   





   News & events

   

   
      

      
         
         Join EKF Diagnostics at Medlab Middle East 2024

         

      

   



   
      

      
         
         Come join EKF Diagnostics at MEDICA 2023

         

      

   



   
      

      
         
         Opening of new US State-of-the-art Life Science Manufacturing Facility

         Opening of new US State-of-the-art Life Science Manufacturing Facility


Unique GMP capabilities, addresses a significant gap in the US market for scalable mid-volume manufacturing.


      

   



   
      

      
         
         EKF Diagnostics will be at Africa Health 2023

         

      

   



   
      

      
         
         Come and be part of Medlab Asia 2023

         

      

   







   Product showcase

   



   Newsletter

   Keep up to date  with all our activities, events, exhibitions, promotions, investor news & more.
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            Quick links


News and Events


Anemia and Hemoglobin testing


Diabetes and HbA1c testing


Peer Group QC 

Support


Site Map


Remote Support


Contact Us


Support Centre


 

Social media


LinkedIn


Twitter


Facebook


YouTube
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Please note: Not all products are available in all countries. Please check availability.

Privacy | Terms & Conditions | Terms of Sale | ESG Statement | UK Modern Slavery Act



          

        

