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Objec&ve : 

A physico-chemical and microbiological plan is established to qualify a new pediatric parenteral nutri9on (PPN) compounder: the BAXA® ExactaMix 2400. 

For asep9c process valida9on, we decided to implement a challenged Media Fill Test to improve the sensi9vity.

Material & Method : 

Results :

Concept of the 

cMFT

Introduce bacterial contamination 

to critical steps : 

• the upper surfaces of vials 

stoppers 

• the valve set 

• the manipulator gloves

Worst-cases 

condi.ons  :

↑ sensi9vity 

Escherichia coli :

- 106 CFU/mL

- fast-growing 

commensal 

- referenced at European 

Pharmacopeia 

→ point out an asep1c 

compounding failure

Visual  inspec9on : good 

cleaning, disinfec9ng 

procedures, hand hygiene 

and garbing prac9ces use 

in ISO class 5 asep9c 

working area

“Closed system” 

maintained

expected results : 

no microbiological

growth

Bacterial 

contamina.on

Conclusion : 

Qualifica9ons  of pediatric PN compounder  are essen9al  to guaranty sterility and quality of 

produc1on correspond to good manufacturing prac9ces.

MFTc enhances sensibility of MFT and can highlight possible devia.ons of the asep.c process. 

This prac9ce could be applied to improve the safety of other sterile produc9ons.

MICROBIOLOGICAL QUALIFICATION 

PPN production : ISO grade 5 horizontal Laminar Airflow Cabinet

MEDIA FILL 

TEST

• subs9tu9on of all drugs by culture media (tryptone soja broth)

• according to simulate a real produc9on

• Limits : level of produc9on is too low to safely reveal microbial contamina9on 
occurrence

CHALLENGED 

MFT (cMFT)

Classical MFT with inten1onal contamina1ons by microorganisms1 according the 
results of a Failure Mode, Effects and Cri9cality Analysis (FEMEA)2 :  

Ø 47 failure modes with 19 regarding the prepara9on process

Ø cri9cal steps :

•disinfec9on of the upper surfaces of vials stoppers (highest score)

•asep9c failure during the manipula9on such as misuse of gloves (elevated score)

Each final prepara9on is incubated for 7 days at 32°C and 7 days at ambient temperature. 
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