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Validation of a new medical device for Autologous Serum Eye Drops
(ASEDs) sterile preparation
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Context

ASEDs prescribed for patients with refractory dry-eye syndrom
Prepared at hospital pharmacy production unit :
*  From patient’s own serum 20% diluted in Balanced Salt Solution®
* Filtered through 0.22um filter and transferred in multiple use eye
drop vials, stored at -20°C during 3 months

Improve both process and microbiological preservation during
patient use -> testing of the COL®B device to transfer serum
(closed system) in plastic ampoules for daily use instillation

Objective

Materials and Methods

Comparison of pratical handling considerations of current process to COL®B
by pharmacy technicians (PT) authorized to current process :

* Easiness
* Duration =0 .
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Validation of aseptic process : Media Fill Test (MFT) x3 Q¥
e Tryptone Soya Broth (TSB) ;’P
* Incubation 14 days at +32°C N
¢ Visual examination at D1, D3, D7 and D14 x)\
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Validation in real conditions of use : MFT
* 3 ampoules filled with TSB opened 4-6 times a day for 3 days
* Visual examination during 3 days
e At D1, D7, D30 and D90 after freezing & incubation 14 days at +32°C
e+ TSB fertility test after 3 months of freezing
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Results and Discussion
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I 4 COL®B device (Bexen Medical) : Advantage in comparison to \

» Sterile pyrogen-free tree connected to 0,22pum filter current plastic vials \
' * Simultaneous filling of 20 ampoules of 2,5mL (7 days of use) |

*  Ampoule used during maximum 3 days - limits the risk > Assessed by the « in-
| of accidental microbiological contamination by patient use simulation » |
| Tests achieved by 4 PT : -8 = I
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Related to the lack of

I puration 14 min 10 min _ training due to the :
| novelty of the device
I Filling No filling difference observed vof |
I Volume Ampoules filled with expected volume |
| Assessment 100% satisfied 1 PT had no preference Cho.ice driven b.y ) |
| byPT 3 PT prefered between both processes — easiness to maintain |
I COL®B closed system I
\ MFT : ]

* 3 MFT to simulate the production : no microbiological growth at D14 - aseptic process validated /

\° 1 MFT to simulate real-life conditions of use : no microbiological growth at D3 Y
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v/ Optimisation of patient safety with the COL®B device due to the shorter
Conclusion duration of use

v Before implementing : survey to assess the easiness of drop extraction from
ampoules by patients themselves in daily practice is mandatory




