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Objectives 
Name	and	describe	key	components	of	informed	consent		
List	steps	in	the	informed	consent	process		
Define	therapeu*c	misconcep*on	
Understand	the	process	of	consent	
Learn	to	discuss	research	par*cipa*on	with	poten*al	
par*cipants	demonstra*ng	respect,	honesty	and	
transparency	with	the	goal	of	enhancing	trust	and	
understanding	
Understand	that	while	the	content	of	consent	changes,	
the	process	is	similar	for	each	protocol	
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Informed	consent 		

What	it	IS	NOT: 		
A	legal	release	
A	document	to	limit	
ins*tu*onal	liabili*es	
A	formality	for	research	
A	one-*me	event 		

What	it	IS:	
An	interac*ve	process	
between	par*cipant	and	
researcher	
A	process	done	at	every	point	
in	the	study	
Acknowledgment	of	a	person’s	
autonomy	
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Why	obtain	consent	for	research?	

Requirements		
•  IRB	Policies	
•  Office	of	Human	Research	Protec*on	(45	CFR	part	46	)	
•  FDA	Requirements	(21	CFR	50.20)	
•  Belmont	Report	(1979)	
•  Declara*on	of	Helsinki	(rev.	2008)	
•  AMA	and	other	professional	codes	of	ethics	

Ethical	ra*onale	
•  Demonstrates	respect	for	person	
•  Establishes	trust	between	researcher	and	par*cipant	
•  Demonstrates	honesty	and	transparency	

Consent	maEers	to	research	par*cipants	
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What	influences	par*cipants?	
Risks	–	physical	and	financial	
Benefits	

•  Hope	for	therapeu*c	effect	
•  Access	to	health	services,	informa*on,	learning	

Incen*ves	
Referral	source	
Helping	others	(altruism)	
Contribu*ng	to	science	

•  Less	important	for	most	research	par*cipants	

Trust/distrust	of	health	care	system	and	research	
establishment	
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Research												
≠							

Medical	Prac*ce 		
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Key	components	of	informed	consent	
 Basic	components	

1.  Study	involves	research,	purpose	
and	descrip*on	of	procedures	

2.  Risks	
3.  Benefits	
4.  Alterna*ves	to	research	
5.  Par*cipa*on	voluntary,	

par*cipants	may	withdraw	at	
any	*me	

6.  Extent	of	confiden*ality	
7.  Medical	treatments	available	in	

the	event	of	injury	
8.  Contact	informa*on	–	

par*cipant	receives	copy	of	
consent	form	

 
 
 

Addi0onal	components	
1.  Risks	are	unforeseeable	
2.  Addi*onal	costs		
3.  Consequences	of	withdrawal	
4.  Termina*on	of	par*cipa*on	

by	the	inves*gator	
5.  Approximate	number	of	

par*cipants	in	study	
6.  Significant	new	findings	will	be	

provided	
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Ins*tu*on-specific	requirements	
For	more	than	minimal	risk	research,	you	MUST	include	this	
statement	VERBATIM	(unless	Sponsor’s	contract	differs):	
	
“If	you	believe	that	the	research	procedures	have	resulted	in	an	
injury	to	you,	immediately	contact	Dr.	[the	PI]	or	the	Study	
Coordinator	(see	first	page).	Emergency	medical	treatment	for	injuries	
solely	and	directly	related	to	your	par*cipa*on	in	this	research	study	
will	be	provided	to	you	by	the	hospitals	of	UPMC.	Your	insurance	
provider	may	be	billed	for	the	costs	of	this	emergency	treatment,	but	
none	of	those	costs	will	be	charged	directly	to	you.	If	your	research-
related	injury	requires	medical	care	beyond	this	emergency	treatment,	
you	will	be	responsible	for	the	costs	of	this	follow-up	care.	At	this	
*me,	there	is	no	plan	for	any	addi*onal	financial	compensa*on.”	
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Key	steps	in	consent	process		

1.  Disclosing	informa*on	
•  This	is	research	
•  Purpose	of	research	
•  What	will	happen	to	par*cipant	
•  Benefits,	risks	and	burden	
•  Confiden*ality	
•  Conflicts	of	interest	
•  Other	ins*tu*onal	requirements	
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2.  Assessing	decision-making	capacity	
•  Determining	par*cipant’s	ability	to	reason	and	
comprehend	

	

3.  Explaining	free	choice	
•  Voluntariness	

–  Compensa*on	to	par*cipants	
–  Freedom	to	withdraw	

•  Agreement	

Key	steps	in	consent	process	(con*nued)		
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Beginning	the	consent	process	

Introduc*on	-	why	are	you	here?	
•  “I’d	like	to	talk	to	you	about	possibly	volunteering	for	a	
research	study”		

Explain	the	purpose	of	the	research	
•  “We	are	trying	to	find	out	if	a	new	drug	for	your	condi0on	
could	work”	

Emphasize	experimental,	inves*ga*onal	
•  “We	are	trying	to	learn	more	about	your	condi0on.	We	
hope	that	by	comple0ng	this	study	that	we	will	be	able	to	
beAer	understand...”	
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What	will	happen	to	par*cipant?	
	

Randomiza*on,	controls,	placebo,	blinding	if	applicable	
•  “If	you	volunteer,	you	will	have	a	50-50	chance	of	geGng	the	
experimental	treatment	and	a	50-50	chance	of	geGng	a	
“sugar	pill”	or	placebo.				

•  Nobody,	including	your	doctors,	will	know	if	you	have	the	
experimental	or	the	placebo	pill.”		

	

Expecta*ons	
•  “You	will	be	asked	to	come	in	every	month	for	extra	blood	
tests.	We	do	more	blood	tests	to	see	what	effect	the	study	
might	be	having	on	you.”	
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Benefits,	risks	and	burden	

Direct	benefits:	
Something	of	health-related,	psychosocial,	or	other	value	to	a	
par*cipant	(not	monetary	incen*ve)	

•  “You	may	learn	more	about	your	diabetes”	
	

Avoid	talking	about	the	possible	benefit	of	the	“new	treatment”	

•  Therapeu*c	misconcep*on		

•  “There	may	be	no	benefit	to	you	at	all”	
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Benefits,	risks,	and	burden	(con*nued)		
	Risks:	

	
“Some	of	the	possible	side	effects	from	this	study	are...”	

•  Drug	side	effects	
•  Anxiety	from	survey	ques*ons	

Include	uncertainty	of	risks/harms	

•  “Because	it	is	new,	we	don’t	really	know	all	the	possible	
good	or	bad	things	the	drug	could	do”	

Include	risk	of	a	breach	of	confiden*ality	of	health	informa*on	

•  “Although	we	try	to	protect	your	private	informa0on,	
there	is	a	chance	your	privacy	could	be	violated”	
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Burden:	
Inconvenience	

• “The	ques0onnaire	takes	about	20	minutes	to	complete”		

Pain	(e.g.,	muscle	biopsy,	blood	draw)	

Cost	(transporta*on,	*me	off	work)	

• 	“You	will	have	to	come	more	oPen	for	visits	and	tests”	

Benefits,	risks,	and	burden	(con*nued)		
	

Center for Excellence in Child and Adolescent Health Research 

	
Techniques	to	assess	comprehension	

Assess	understanding:		“talk	back”	method	
Avoid	yes/no	ques*ons	(“Do	you	understand?”)		
Ask	par*cipant	to	paraphrase	
•  “I	want	to	make	sure	that	I	have	not	bombarded	you.	So,	I	want	to	ask	

you	a	few	ques0ons	that	will	help	me	make	sure	you	understand	what	we	
have	been	discussing.”			

•  “Can	you	tell	me	what	this	research	is	about	and	what	we	are	asking	of	
you?	“	

•  “Can	you	tell	me,	in	your	own	words,	about	the	risks	associated	with	this	
study?”		

	



Mastering Informed Consent 

5 

Center for Excellence in Child and Adolescent Health Research 

ABCs	of	informed	consent	

When:		Before	any	research	procedures	
Where:	Environment		
How:					Avoid	technical	language	
	
Be	sensi*ve	to	culture,	literacy,	and	*ming	of	
disease	diagnosis	
	
Prevent	misunderstanding	

•  Open-ended	ques*ons	
•  Talk-back	method	
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Process	

Start	with	an	interview	
•  Choose	a	private	quiet	loca*on		
•  Explain	research	in	simple	terms	

– Emphasize	par*cipa*on	is	voluntary	
– Describe	study	ac*vi*es	
– Disclose	risks	and	benefits		
– Describe	alterna*ves	

	

Center for Excellence in Child and Adolescent Health Research 

Explain	difference	between	research	and	clinical	
treatment	

•  How	randomiza*on	occurs	

•  Clinical	equipoise	
– Researcher	does	not	know	which	interven*on	is	best	
– Par*cipant	may	or	may	not	benefit	

•  Alterna*ve	op*ons	
•  Par*cipant	may	withdraw	at	any	*me	

	

Process	
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Use	consent	document	as	a	script	for	discussion,	
include	required	elements	

•  Confiden*ality	
•  Study	Termina*on	
•  Who	to	contact	in	event	of	injury	
•  Withdrawal	and	consequences	of	withdrawal	

Encourage	the	par*cipant	to	ask	ques*ons	

Check	the	par*cipant's	understanding	
	

	
	

	

Process	
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Ethical	Concerns	

No	coercion	or	undue	influence	

Therapeu*c	misconcep*on	

Determining	decisional	capacity	

Language	and	cultural	issues	

Conflict	of	interest	
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Adjust	consent	process	

High	risk	research	(e.g.,	gene	therapy,	sham	surgery)	

Vulnerable	par*cipants		
•  Serious	condi*on	without	standard	treatment	op*ons	

•  Impaired	decision-making	capacity			

•  Students		
•  Prisoners		
•  Children		
•  Pregnant	women	
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Summary	

Consent	is	a	process	-	not	a	document	

Obtaining	valid	consent	(or	refusal)	to	par*cipate	in	
research	requires	knowledge	and	skills	

•  Knowledge	of	regula*ons	and	elements	of	consent	

•  Communica*on	skills,	listening	and	“transla*ng”	

Adjust	for	culture,	literacy,	and	*ming	of	disease	
diagnosis	


