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BACKGROUND
•	 Data	quality	derived	from	imaging	within	clinical	trials	can	be	suboptimal.
•	 The	complex	qualification	pathway	of	imaging	biomarkers	and	response	criteria	makes	their	performances		
	 not	fully	known.
•	 Lack	of	standardization	of	image	acquisition	across	multivendor	platforms.
•	 Ignorance	of	these	pitfalls	directly	affects	the	quality	of	the	imaging	read-out,	particularly	when	imaging	is	
	 a	primary	endpoint.	[1]

IMAGE ASSESMENTS
1. Compliance to standard
Automatic	check	and	tracking	of	the	optimal	
assessment	method	with	respect	to	
targeted	diseases.

Standardized	procedure:
The	Quantitative	Imaging	Biomarker	Alliance	profiles.	[2]	

Benchmarking	the	reliability	of	imaging	
biomarkers	through	open	non	competitive	challenges.	[3]

2. Response assessment

ELECTRONIC REPORTING

Non-conformity	rates	found	in	the	Case	Report	Form	(CRF):
																									55%	with	Paper	form																																	 	 	 	 	 													5%	when	using	eCRF	[4]

DATA SELECTION
Radiologists	 are	 responsable	 for	
a	 comprehensive	 review	 of	 the		
images	dataset.	
How	to	optimize?

An	automatic	Quality	Control

OBJECTIVES
•	 Document	the	main	cause	for	deviations	or	errors.
•	 Showcase	some	Quality	Control	systems.
•	 Suggestion	of	additional	Quality	Control	improvements.	

CONCLUSIONS
3	 Standardized	processes	are	key.
3	 Quality	Control	at	each	step	of	the	process	is	required.
3	 Software	is	the	key	player	enabling	Quality	Control.
3	 Structured	reporting	is	of	the	utmost	importance.
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Image Ranking

Audit trail
Complex	criteria	need	software	for	response	evaluation:
> Target	Lesion
> Non-target
> New	lesions	
> Liver	and	spleen	involvement	
> Bonne	marrow	involvement	


