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Background	and	Objec0ve	

	
This	analysis	shows	that	the	dispensaIon	and	storage	of	these	preparaIons	are	the	most	criIcal	stages	of	the	process.	We	favored	simple,	concrete	measures	that	can	be	implement	quickly	in	order	to	control	
risks.	Moreover,	this	work	made	it	possible	to	make	the	enIre	team	aware	of	risk	management.	
	

Conclusion	

	

	
	

Results	

Currently,	more	and	more	chemotherapy	treatments	are	performed	in	day	hospitalizaIon.	Faced	with	this	strong	demand,	the	cytotoxic	preparaIon	unit	uses	two	manufacturing	processes.		
The	first	is	to	prepare	extemporaneously	for	a	given	paIent	one	or	more	chemotherapies.	For	the	second,	it	is	to	prepare	in	series	and	in	advance	injectable	cytotoxic,	so-called	«	standard	doses	»		(SD).	
The	manufacturing	process	of	the	SD	respects	the	circuit	below.	
	
	
	
	
The	objecIves	of	the	study	were	to	define	the	failure	modes	of	the	system	and	to	implement	correcIve	acIons.	
	
	
	
	
To	perform	this	risk	analysis	we	used	FMECA	(Failure	Modes,	Effects	and	CriIcality	Analysis)	method	:	

•  Scales	of	Frequency	(F),	Severity	(G)	and	Detectability	(D)	(1)	
•  CalculaIon	of	CriIcality	Indices	(CI)	and	CI	=	F	x	G	x	D	
•  Ranking	of	failure	modes	according	to	the	calculated	CI	and	idenIficaIon	of	major	risks	
•  Follow	up	the	acIons	implemented	and	recalculate	the	CIs.	

	

Se=ng	and	Method	
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Residual	cri0cality	es0mated	at	39		
for	the	11	idenIfied	failure	modes	

	
•  Over	the	enIre	process,	47	failure	modes	were	iden0fied	with	

a	total	CI	of	2051	
•  The	most	criIcal	stages	are	the	dispensa0on	(average	CI	=	106)	

then	the	storage	and	the	producIon	
•  IdenIficaIon	of	11	priority	failure	modes	with	an	average	

cri0cality	of	124.		
	

Mise	en	place	d’ac0ons	correc0ves	
Dispensa(on	:	
ü  Double	discharge	control	with	«	paIent	aZribuIon	»	label	
Storage	:	
ü  Storage	reorganizaIon	
ü  Weekly	stock	inventory	(batch	number,	expiry)	
Produc(on	:		
ü  Dracing	of	a	procedure	for	the	control	of	equipment	and	products	

before	launching	the	sterilizaIon	chamber.	


