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Background Materials and Methods

. - ) . . . A multicentric survey was realized by mail through a web-based survey (Google Form®), from
Following MC within the isolator throughout 2018, a comparative study was carried out. The aim was February 2019 to April 2019. This prospective study was carried out at 18 HC supposed to
to compare manufacturing and sampling practices with other Hospital Centers (HC) to standardize manufacture PN. Three items were studied (work environment, microbiological sampling and

our practices. isolator cleaning).
Results - Discussion
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Table 1 : Percentage of same microbiological control plan Gloves : 27%

100% (n = 9)

Figure 1 : Work environment Manufacturing surface : 7%

Finished good airlock : 24%

Microbiological samplings were carried out using :
e swabs:53.4% (n=8)

Waste bin lid : 28%

o Daily disinfection + Daily mixture of  Daily detergent + weekly
*  contact-agar : 33.3% (n=5) weekly detersive cleaninglisinfectant - detersive Others : 2%
e other:13.3% (n=2) cleaning (MDDC)
Figure 2 : Percentage of cleaning protocol per HC Figure 3 : Main contamination sites

Conclusion

With a MC rate of 89%, PN centers are established to not be fault-free. MC rate is not correlated with yearly production volume. Thus, harmonization of cleaning and control practices, in accordance with the
manufacturer, could allow a better and higher quality procedure.
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