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Key messages on Crystal® Technology




       
       



      


    


Aseptic 
Technologies
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Key messages on Crystal® Technology

Crystal





       


       



– 
– 



 

 

 

 

 

 

 

 




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Regulatory Issues Driving the Project (1/2)

As a precautionary measure, the Public Health Service (FDA, NIH, CDC, 
HRSA) and the American Academy of Pediatrics issued two Joint 
Statements, urging vaccine manufacturers to reduce or eliminate 
thimerosal in vaccines as soon as possible (CDC 1999) and (CDC 2000).







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




 










 
 


Source: U.S. Food and Drug Administration

USPHS Scientific and Training Symposium, June 2 2009

Regulatory Issues Driving the Project (2/2)
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Manufacturing issue driving the project


 
 
 
 
 



LoadingWashingSterilization
Filling

Stoppering

Capping and crimping
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New Concept of Crystal®





      


    







       





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New Concept of Crystal® | Process on 3 sites










  

Filling line under barrier (Class ISO 5)

MOLDING SITE IRRADIATION UNIT

PHARMACEUTICAL SITE

Clean & Sterile 
ready-to-fill vial




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




 
 
  
 
 

 

Aseptic Technologies



|  

The History of Aseptic Technologies

2003 2004 2005 20062002

Presentation of 
concept to FDA

& EMA

1st successful 
Media Fill 

(clinical line)

2nd successful 
Media Fill

(production line)

Presentation of 
validation results 

to FDA

Contract filling 
line approved by 

EMA at AT

DMF at FDA for 
contract filling 

at AT

First vial 
manufacturing 
line full scale

First prototype 
of vial 

manufacturing 
line

Creation 
of Aseptic 

Technologies

First collaboration 
contract signed 

with a major CMO: 
NextPharma

(EU, US)

2007 2008 2009 2010




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The Crystal® Closed Vial Technology










 



 


Crystal® 


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Crystal® Closed Vial Manufacturing | Video

See http://www.aseptictech.com for videos
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Vial Description

Ensures sterility assurance level of the 
piercing area

Ensures closure integrity

Made of Thermoplastic Elastomer (TPE) 
Allows laser resealing after filling

Made of Cyclo-olefin co-polymer (COC)
Contains volume from 0.2 to 50ml

Ensures mechanical stability

Flip away cap

Top ring

Stopper

Vial body

Bottom ring

Crystal® 

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From 1ml to 50 ml

Vial Formats

1ml 2ml 6ml 10ml 20ml 50ml
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

End-users Perception




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Four formats available



 

  

      



Crystal  

      


 

  


Crystal  



  

  


Crystal 

 

 

     



Crystal 
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The Crystal® Closed Vial Technology



Crystal® 

• 
– 
– 
– 
– 

• 


• 



Crystal® Technology drastically 
simplifies aseptic filling operations
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Crystal® Closed Vial Filling Line



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


Crystal® Closed Vial Filling Line

See http://www.aseptictech.com for videos
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


Crystal® Closed Vial Filling Line

See http://www.aseptictech.com for videos
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


Crystal® Closed Vial Filling Line

See http://www.aseptictech.com for videos
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





 
 
 







 
 
 

New equipment under development










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Crystal® PX Filling Line | Conveying of the Closed Vial



 

 
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Crystal® PX Filling Line | Filling wing

 
 
 
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Crystal® PX Filling Line | Laser wing

 
 
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Crystal® PX Filling Line | Capping

 
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Lay out of the Crystal® PX


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New equipment under development



 




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Validation Master Plan

 


 


 

 



 


 
 
 
 
 
 
 


 
 
 



























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Media fill Simulation Results











–
–























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


 Crystal® 



Leachables



































≥ 

 
 

 




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Freeze Drying in Crystal® Closed Vials 



 

 


 


 

 



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Freeze Drying in Crystal® Closed Vials 







 





 


 

 

 


 




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Support of Product Development

Crystal® 


 

 
 



Crystal® 


 

 

 



|  

Contract Filling




Crystal®  

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  
  

 


  

F

Nl

G

UK

 GMP approved 
Crystal® Filling Suite

 Development lab for 
filling and freeze drying

 

 

Aseptic Technologies | Location
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

Contract Filling
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Cost of installation of our facility





 

•

•

•

•

•

•

•
–
–















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Comprehensive Support






















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