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Brief	Introduction	to	RECIST	1.1	
and	iRECIST



Measurement of	Tumor

Measurability

Identification

Time	Point

Method

Measurable	vs.	Non-measurable	

CT/MRI	(preferred),	Ultrasound,	etc.

Target	(5	lesions	(2	per	organ)),	Non-target,	New

Baseline,	Post-baseline



Time	Point	Response



Versions	of	“Immune	Response	Criteria”	

http://recist.eortc.org/wp-content/uploads/2017/03/Final-ENA-slides.pdf



iRECIST vs	RECIST	1.1	- Changes

RECIST	1.1 iRECIST
Management	of	new	lesions X New
Time	point	response	after	RECIST	1.1	progression X New
Confirmation	of	progression	required X New
Collection	of	reason	why	progression	cannot	be	
confirmed X New
Inclusion	and	recording	of	clinical	status X New



Summary

http://recist.eortc.org/wp-content/uploads/2017/03/Final-ENA-slides.pdf



Data	Collection	and	Mapping	
Consideration



Tumor	Identification/Results	– TU/TR



Tumor	Identification	-- TU

TU	Definition
– Represents	data	that	uniquely identifies	tumors.	The	tumors	are	usually	tracked
during	the	course	of	a	study	and	will	contribute	to	an	assessment	of	response	to
therapy.

– Contain	only	one	record	for	each	unique	tumor identified	by	an	assessor.
– The	initial	identification	of	a	tumor	is	done	once,	usually	at	baseline.
– The	identification	information,	including	the	location	description,	must	not	be
repeated for	every	visit.

Post-baseline	records	might	be	included
– New	Tumor	is	identified	in	post-baseline	assessment;
– A	tumor	identified	at	baseline	subsequently	splits	into	separate	distinct	tumors;
– One	or	more	tumors	identified	at	baseline	subsequently	merge	together;
– In	situations	where	a	re-baseline	of	Targets	and	Non-Targets	is	required.



Tumor	Identification	-- TU

Lesion	
Split

Lesion		
Merged

•	Data	Mapping	Rule:

TU:	For	“new”	lesions,	add	
records	with	new	lesion	ID,	
TUORRES	=	“TARGET”	where	
TUTESTCD	=	“TUSPLIT”.

•	Data	Mapping	Rule:

TU:	Add	a	record	for	the	
merged	lesion	with	new	
lesion	ID,	TUORRES	=	
“TARGET”	where	TUTESTCD	
=	“TUMERGE”.



Tumor	Results	-- TR

Tips	#1
– The	TR	domain	does	not	include	anatomical	location	information	on	each
measurement	record because	this	would	be	a	duplication	of	information	already
represented	in	TU.

Tips #2

– Tests	would	be	included	in	the	domain	only	if	those	data	points	have	been	
collected	on	a	CRF	or	have	been	supplied	by	an	external	assessor	as	part	of	an
electronic	data	transfer. It	is	not	intended	that	the	sponsor	would	create	derived
records	to	supply	those	values	in	the	TR	domain.	Derived	records/results	should	
be	provided	in	the	analysis	dataset.	



Disease	Response	-- RS



Concomitant	Anti-Cancer	Therapy

Maybe	better	to	split	as	3	forms	in	CRF

– Concomitant Radiation	Therapy

– Concomitant	Anti-Cancer	Medication

– Concomitant	Cancer	Surgery



Concerning	of	FDA	-- Missing	Data



Concerning	of	FDA	-- Special	Mapping	
Rule
Why	TRGRPID	was	classified	as	EN,	ET,	IRC,	and	TE.	Please	note,	the	IRC	vs.	
INV	assessment	should	be	grouped	by	variable	TREVAL	and	TREVALID.



Concerning	of	FDA	-- “Inconsistent”	Data

18	in	total



Analysis	Endpoints	



Response	Endpoint	-- ADRS

Definition

– Best	overall	response	(BOR)	is	defined	as	the	best	response	recorded	from	the
start	of	the	trial,	normally	the	date	of	randomization,	until	disease	progression	
occurs,	evidenced	by	either	RECIST	assessment	or	death,	or	the	patient	
discontinues	treatment.	

– When	SD	is	believed	to	be	best	response,	it	must	also	meet	the	protocol	specified
minimum	time	from	baseline.

– Protocols	should	be	clear	if	post-treatment	assessments	are	to	be	considered	in		
determination	of	best	overall	response.

Confirmation

– Confirmation	of	PR	and	CR	is	required in	non-randomized	trials	where	response	is
the	primary	endpoint;

– Confirmation	of	response	is	not	required	in	randomized	trials	(phase	II	or	III)	or	
studies	where	stable	disease	or	progression	are	the	primary	endpoints.



BOR	and	confirmation



Time	to	Event	-- ADDATES,	ADTTE

Date	of	
Event

•	PFS,	OS,	EFS,	DFS:	
- the	date	of	randomization;
- the	start	date	of	therapy.
•	DOR:
- the	date	on	which	that
subject	achieves	either	CR
or	PR	after	the	start	of	the
study.

Start	
Date

Date	of	
Censor

•	PFS:	date	of	PD	or	death	
without	PD.

•	OS:	date	of	death.
•	EFS:	date	of	death	or	PD	or
some	pre-defined	
complication(s)	that	
precludes	surgery.	

•	DFS:	date	of	death	or	any	
further	PD	is	detected.	

•	DOR:	first	date	that	
recurrent	or	progressive
disease	.

•	PFS,	DOR:	

- last	radiological	assessment
prior	to	initiation	of	new	
anti-cancer	therapy	

- last	radiological	assessment

- last	radiological	assessment
prior	to	PD

- Day	1	
- analysis	cutoff	date.

•	OS:

- last	known	alive	date.	

- analysis	cutoff	date.	



Unscheduled	
Assessments

Other	
Interventions	

Missing	
Assessments

Key	Point	for	Analysis	-- Special	Consideration

Interventions	
dependent	on	
disease	state




