
1 
 

 
 

 
 

	
	
Item	 Topic	 Minutes	 Action		 Responsible	

	
1	 Introductions		

(Andrew	Pinto)	
	

• Andrew	Pinto	introduced	those	present	on	the	phone	 	 	

2	 Review	and	
approval	of	Jan	27,	
2021	draft	meeting	
minutes	(All)	

• Minutes	of	the	previous	meeting	were	approved	by	those	
present	

Approved	 All	

3	 Presentation:	Pilot	
RCTs:	Why	they	
are	necessary	and	
how	to	plan	them	
(Braden	O’Neill)	
	

Pilot	Studies	–	the	who,	what	and	how:	
	

• Reference:	Thabane,	L.,	Ma,	J.,	Chu,	R.	et	al.	A	tutorial	on	
pilot	studies:	the	what,	why	and	how.	BMC	Med	Res	
Methodol	10,	1	(2010).	https://doi.org/10.1186/1471-
2288-10-1	
	

• Refer	below	to	Table	1-	Definitions	of	pilot	studies	on	the	
web	

o Takeaway	–	people’s	understanding	and	use	of	the	
term	pilot	study	differs	considerably.	
	

• Refer	below	to	Table	2	–	Reasons	for	conducting	a	pilot	
study	

o Process	-	this	assesses	the	feasibility	of	the	
processes	that	are	key	to	the	success	of	the	main	
study	

o Resources	-	This	deals	with	assessing	time	and	
resource	problems	that	can	occur	during	the	main	
study	

o Management	-	This	covers	potential	human	and	
data	management	problems	

o Scientific	-	This	deals	with	the	assessment	of	
treatment	safety,	dose,	response,	effect	and	
variance	of	the	effect	
	

• Refer	below	to	Table	3	–	CONSORT	2010	checklist	of	
information	to	include	when	reporting	a	pilot	or	feasibility	
trial	

o Reference:	Elridge	SM,	Chan	CL,	Campbell	MJ,	
Bond	CM,	Hopewell	S,	Thabane	L,	et	al.		CONSORT	
2010	statement:	extension	to	randomized	pilot	
and	feasibility		trials/	BMJ.	2016;	355.	
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• Refer	below	to	Table	4	–	CONSORT	Presentation	of	the	
Flow	of	participants	for	RCTs	
	

• Am	I	going	to	get	published	in	the	big	journals?	
o Short	answer	is	no	–	e.g.	CMAJ	will	not	publish	a	

pilot	RCT.		However,	there	are	lots	of	other	
journals	that	would	publish	pilot	RCTs	–	e.g..	CMAJ	
Open.	

	
Ethics	of	pilot	studies:	
	

• We	want	to	“fly	the	concord	and	not	crash”,	we	want	to	
recruit	individuals	into	a	study	which	is	not	the	main	
study,	hence	the	information	we	collect	is	not	necessarily	
going	to	tell	us	about	the	effectiveness	of	intervention.		Is	
it	ethical	to	publish	such	a	study?	

• Questions	to	ponder…	
o Is	it	ethical	to	publish	an	underpowered	study?	
o Should	you	disclose	to	participants	that	they	are	

enrolled	in	a	pilot?	
§ GCP,	TCPS2	do	not	provide	guidance	

about	what	to	do!	
o Is	it	ethical	to	conduct	a	study	where	feasibility	

cannot	be	guaranteed?	
§ May	be!		If	you	can	do	something	

beforehand	to	increase	the	guarantee	of	
feasibility,	that	enhances	the	justification	
for	the	pilot	study.	

Meeting	adjourned	at	5:00	p.m.	
Next	meeting:	March	31,	2021;	4:00	p.m.-5:00	p.m.	(virtual)	
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