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Abstract
Context: The	National	Institute	of	Excellence	in	Health	and	Social	Services	(INESSS),	
which	functions	as	the	Québec	health	technology	assessment	(HTA)	agency,	tested	a	
new	way	to	engage	patients	along	with	health‐care	professionals	in	the	co‐construc-
tion	of	recommendations	regarding	implantable	cardioverter‐defibrillator	replacement.
Objective: The	objective	of	this	article	was	to	describe	the	process	of	co‐construc-
tion	of	recommendations	and	to	propose	methods	of	building	best	practices	for	pa-
tient	involvement	(PI)	in	HTA.
Design: Throughout	the	process,	documents	were	collected	and	participant	observa-
tions	were	made.	 Individual	 interviews	were	 conducted	with	patients,	 health‐care	
professionals	and	the	INESSS	scientific	team,	from	January	to	March	2018.
Results: Three	committees	were	established:	an	expert	patient	committee	to	reflect	
on	patient	experience	literature;	an	expert	health	professional	committee	to	reflect	
on	medical	literature;	and	a	co‐construction	committee	through	which	both	patients	
and	health‐care	professionals	contributed	to	develop	the	recommendations.	The	ex-
pert	patients	validated	and	contextualized	a	 literature	review	produced	by	the	sci-
entific	 team.	This	allowed	the	scientists	 to	consider	aspects	 related	 to	 the	patient	
experience	and	to	integrate	the	feedback	from	patients	into	HTA	recommendations.	
The	most	 important	 factor	contributing	 to	a	positive	PI	experience	was	 the	struc-
tured	methodology	for	selecting	patient	participants,	and	a	key	factor	that	inhibited	
the	process	was	a	lack	of	training	in	PI	on	the	part	of	the	scientific	team.
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1  | INTRODUC TION

Patient	 involvement	 (PI)	 is	 gaining	prominence	 in	 the	 area	of	health	
technology	 assessment	 (HTA).	 Policymakers,	 health‐care	 managers	
and	professionals,	and	researchers	are	increasingly	interested	in	users'	
experiences	 regarding	 the	use	of	medical	devices.	 In	 the	 field	of	 re-
search	and	evaluation,	PI	refers	to	doing	research	‘with	patients’	as	op-
posed	to	‘about	patients’.1	User's	experiential	knowledge	has	recently	
been	included	in	HTA,	under	the	assumption	that	consideration	of	such	
information	may	lead	to	more	relevant,	humanistic	and	comprehensive	
consideration	of	the	impact	of	new	technologies	on	quality	of	life.2,3 
Scholars	agree	that	PI	in	HTA	should	be	undertaken	on	a	case‐by‐case	
basis.4	Different	frameworks	have	incorporated	PI,	ranging	from	a	pas-
sive	role,	such	as	receiving	information	during	medical	encounters,	to	
being	actively	involved	in	the	co‐design	and	co‐construction	of	health‐
care–related	issues	and	guidance.5,6	The	latter	considers	the	patient's	
experiential	knowledge	as	an	invaluable	complement	to	scientific	and	
academic	expertise;	it	relies	on	the	idea	that	patients	and	health‐care	
professionals	 can	 and	 should	 collaborate	 in	 the	 co‐construction	 of	
medical	guidelines	and	recommendations	(Table	1).6,7

Despite	a	general	trend	towards	increased	PI	in	HTA	agencies	that	
are	 members	 of	 the	 International	 Network	 of	 Agencies	 for	 Health	
Technology	 Assessment	 (INAHTA),	 PI	 remains	 limited	 in	 scope	 and	
highly	variable	in	practice.8	In	fact,	various	attempts	to	define	models	
to	better	 include	patients	 in	HTA	processes	have	been	made	by	HTA	
agencies	worldwide.	For	example,	the	National	Institute	for	Health	and	
Care	Excellence	(NICE)	in	the	United	Kingdom	promotes	fairness	and	
inclusion	of	patients	in	decisions	related	to	their	health	and	well‐being	in	
its	explicit	public	commitment	policy.4	For	this	reason,	NICE	prioritizes	
HTA	that	includes	patients	with	(a)	experience	of	having	a	given	condi-
tion	and	receiving	care	for	it,	(b)	perception	of	the	impact	of	the	tech-
nology	and	(c)	expectations	about	the	technology's	risks	and	benefits.9 
A	recent	study	 in	HTA	research,	designed	 to	 follow	the	PI	 standards	

described	by	NICE,	found	that	while	PI	was	overall	a	positive	experience,	
patients	valued	their	involvement	at	early	stages	of	health	technology	
development	more,	because	they	perceived	that	their	contribution	was	
greater.	In	the	face	of	this	evidence,	the	authors	speculated	that	as	pa-
tients	are	experts	in	their	own	illnesses,	their	contribution	to	the	early	
development	stage	was	key	to	better	understanding	patient	needs	and	
producing	devices	that	responded	to	these	needs.10	Another	study	as-
sessing	NICE's	processes	in	incorporating	the	views	of	patients	in	HTA	
decision	making	found	that	although	the	organization	has	attempted	to	
be	flexible	in	integrating	patient	views,	the	patient's	role	is	still	confined	
to	representation,	rather	than	decision	making.11

The	 Canadian	 Agency	 for	 Drugs	 and	 Technologies	 in	 Health	
(CADTH)	also	involves	patients,	on	working	groups	and	committees	
at	 several	 levels,	 in	 the	 assessment	 process	 for	 medications	 and	
medical	 devices,	 through	 the	 use	 of	 questionnaires.12 For exam-
ple,	 the	Pan‐Canadian	Oncology	Drug	Review,	 an	 evidence‐based	
cancer	medication	assessment	that	 is	part	of	 the	programmes	and	
services	 led	 by	CADTH,	 offers	 patients	 the	 chance	 to	 share	 their	
experience	as	participants	in	clinical	trials13,14	and	to	describe	needs	
unmet	by	current	therapies.12

Likewise,	 elsewhere	 in	 Canada,	Health	Quality	Ontario	 created	
the	Ontario	Health	 Technology	 Assessment	 Committee	 to	 provide	
guidance	and	advice	on	how	to	include	PI	in	their	HTA	activities.	This	
led	to	recommendations	fostering	PI	in	different	forms.	Moreover,	a	
framework	depicting	PI	in	HTA	was	developed	to	support	these	ini-
tiatives.15	Although	this	framework	is	broad	and	all‐encompassing,	it	
does	not	provide	guidance	regarding	the	selection	of	patients	nor	their	
means	of	participation	in	the	different	steps	of	the	HTA	process.15‐17

Since	 2010,	 INESSS	 has	 had	 an	 important	 role	 in	 the	 deliv-
ery	 of	 health	 care	 and	 social	 services	 to	 Quebeckers.18	 The	 mis-
sion	of	 INESSS	 is	 to	promote	 clinical	 excellence	by	optimizing	 the	 
use	 of	 resources	 when	 considering	 the	 incorporation	 and	 utiliza-
tion	of	devices,	medications	and	interventions.	Thus,	health‐related	

Conclusions: This	experience	demonstrates	that	it	is	possible	to	co‐construct	recom-
mendations,	even	for	technically	complex	HTA	subjects,	through	a	more	democratic	
process	than	usual	which	led	to	more	patient‐focused	guidance.

K E Y W O R D S

co‐construction,	HTA,	ICD,	INESSS,	patient	engagement,	patient	involvement,	
recommendations

TA B L E  1  Levels	of	patient	involvement6

Level Definition Exemplary methodology

Consultation Approach	to	obtain	the	perception,	opinion	and	expertise	of	patients	in	
order	to	explore	a	subject

Questionnaires,	surveys,	interviews,	discussion	
groups

Collaboration Approach	by	which	patients	are	required	to	provide	their	point	of	view	
for	the	carrying	out	of	a	project

Work	groups,	patient	expert	committees

Co‐construction Simultaneously	engaging	patients	and	professionals,	based	on	the	com-
plementarity	of	each	other's	expertise	and	experiential	knowledge,	in	
order	to	carry	out	a	joint	activity	from	a	common	understanding

Joint	expert	committees	(including	profession-
als	and	patients)
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innovations	entering	the	market	are	initially	assessed;	based	on	the	
results,	INESSS	issues	recommendations	concerning	their	utilization	
and	implementation,	as	well	as	potential	reimbursement	of	health‐
care	 costs	 to	 users.	 Until	 the	 beginning	 of	 the	 present	 project,	
INESSS	 assessed	 products	 and	 services	 by	 consulting	 health‐care	
professionals,	administrative	managers	and	decision	makers	(usually	
recruiting	 the	 latter	 following	consultation19);	no	patients	were	 in-
cluded	 in	the	co‐construction	process	of	guidance,	although	a	few	
evaluations	 were	 completed	 that	 included	 patient	 consultation.20 
Moving	forward,	INESSS	has	adopted	a	2016‐20	strategic	plan	look-
ing	to	enhance	the	participation	of	knowledgeable	users.21

Following	the	adoption	of	the	2016‐20	strategy21	and	the	2016‐19	
triennial	activity	plan,22	INESSS	decided	to	include	patients,	along	with	
health‐care	professionals,	in	the	co‐construction	of	recommendations	
concerning	 devices,	 medications	 and	 interventions.6	 In	 the	 present	
manuscript,	we	describe	the	process	of	co‐construction	of	recommen-
dations	concerning	the	replacement	of	implantable	cardiac	defibrillators	
(ICDs)	from	the	perspectives	of	both	patients	and	health‐care	profes-
sionals.	 ICDs	are	indicated	for	arrhythmia	which	is	a	cardiac	disorder	
characterized	by	irregular	or	abnormally	rapid	or	slow	heartbeats.	ICDs	
are	devices	that	are	placed	under	the	skin	to	monitor	heart	rhythm	and	
to	 intervene	with	electrical	stimulation	or	shocks,	as	necessary,	 if	ar-
rhythmia	occurs.	Ventricular	tachycardia	and	ventricular	fibrillation	are	
‘malignant’	arrhythmias	that	can	lead	to	sudden	cardiac	death,23	partic-
ularly	in	the	presence	of	low	left	ventricular	ejection	fraction	(defined	
as	<40%)24,25;	 for	 this	 reason,	 left	 ventricular	 dysfunction	 is	 a	major	
criterion	for	the	implantation,	and	continuing	use,	of	ICDs.	At	present,	
ICDs	require	a	replacement	of	their	battery	every	5‐7	years.	During	this	
period,	the	patient's	clinical	condition	and	treatment	preferences	may	
change.	Moreover,	ICDs	can	have	significant	impact	on	the	daily	lives	of	
the	people	who	wear	them.	On	the	one	hand,	they	can	prevent	sudden	
cardiac	death	and	provide	a	sense	of	security	to	the	person,	but	on	the	
other	hand,	shocks	can	be	distressing	and	unexpected.	It	is	therefore	
important,	as	with	other	implanted	devices,	that	the	patient	or	his/her	
representative	be	 involved	 in	 the	decision‐making	process	 regarding	
initial	implantation	of	an	ICD	and	its	replacement.

Following	 the	 publication	 of	 the	 ICD	 replacement	 guidance	 by	
INESSS,26	the	aims	of	the	present	manuscript	were	to	contribute	to	the	
discussion	of	PI	best	practices	in	HTA,	by	presenting	the	co‐construc-
tion	methodology	used	and	the	learning	experience	of	those	involved	
in	the	process.	A	final	objective	is	to	propose	a	methodology	for	PI.

2  | METHODOLOGY

2.1 | Aims of data collection

The	aims	of	the	data	collection	carried	out	for	the	present	project	were	
firstly	to	continuously	improve	the	co‐construction	methodology	pro-
cess	while	it	took	place	and	secondly	to	assess	the	added	value	of	PI	to	
HTA,27‐29	as	appreciated	by	the	various	participants	involved.	Using	a	
formative	evaluation	approach,	we	qualitatively	assessed	the	feasibility	
and	acceptability	of	our	process,	during	which	patients	and	health‐care	
professionals	actively	collaborated.30,31	We	combined	data	collection,	
logical	analysis	and	implementation	of	changes31	in	this	project.

2.2 | Informants

Four	types	of	participants	were	queried:	the	patients	(n	=	8)	and	the	
health‐care	professionals	(n	=	11)	who	were	part	of	the	co‐construc-
tion	process,	 INESSS	scientists	 (n	=	4)	and	INESSS	specialists	 in	PI	
and	ethics	(n	=	3).	Prior	to	participating	on	the	various	committees,	
all	persons	external	to	INESSS	received	information	about	the	pur-
pose	and	rationale	of	the	evaluation	of	ICD	replacement.

2.3 | Data collection

We	followed	the	procedures	of	data	collection	for	a	formative	evalu-
ation	by	Brouselle	and	colleagues.31	Data	were	collected	throughout	
the	evaluative	process	and	consisted	of	the	following:

2.3.1 | Document collection

All	documents	produced	during	the	project	(eg	minutes	of	meetings	
documents	 prepared	 for	 meetings,	 questionnaires	 and	 feedback	
forms	 from	both	patients	 and	health‐care	professionals)	were	 col-
lected	to	assist	with	assessing	the	co‐construction	process.

2.3.2 | Participant observation

The	first	author	 (MPP)	attended	all	meetings	with	 the	 INESSS	sci-
entists	and	 led	all	 the	committee	meetings,	as	well	as	 the	co‐con-
struction	meeting,	during	which	all	experts	(patients	and	health‐care	
professionals)	 were	 gathered.	 After	 each	 committee	 meeting,	 the	
first	author	(MPP)	completed	a	logbook	specifically	designed	for	re-
cording	observations	on	the	patients'	and	health‐care	professionals'	
involvement.	In	total,	8	hours	of	meetings	were	held.

2.3.3 | Semi‐structured individual face‐to‐
face interviews

In	total,	23	interviews	were	conducted:	12	with	patients	(soon	after	their	
participation	in	both	the	patient	(n	=	6)	and	the	co‐construction	commit-
tee	meetings	(n	=	6)),	two	with	health‐care	professionals	and	nine	with	
INESSS	staff	members.	All	 interviews	were	conducted	by	profession-
als	trained	in	evaluative	research	(MPP	and	IG),	from	January	to	March	
2018.	Interviews	varied	in	length	from	30	to	90	minutes	and	were	all	
digitally	recorded;	the	topics	discussed	are	presented	in	Appendix	S1.

2.4 | Data analysis

Each	interview	was	transcribed	by	one	member	of	the	research	team	
(MPP).	Transcripts	were	 imported	 into	QDA	miner	 software32	 for	
coding	purposes.	Data	analysis	was	carried	out	concurrently	with	
data	 collection	 to	 allow	 the	 integration	 of	 information	 from	each	
step	of	the	process.	We	used	the	framework	approach	to	analyse	
data,33	a	strategy	frequently	used	in	the	context	of	policymaking.	
This	strategy	employs	five	analytic	stages,	namely:	 (1)	 familiariza-
tion	with	the	data	through	reading;	(2)	identification	of	a	thematic	
framework	that	reflects	the	ideas	discussed;	(3)	indexing	data,	that	
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is	identifying	patterns	across	the	transcripts;	(4)	charting	data,	that	
is	comparing	data	across	 identified	patterns;	and	 (5)	mapping	and	
interpretation	of	data,	that	is	making	sense	of	the	data	as	a	whole.	
A	logbook	was	kept	to	ensure	the	reproducibility	of	the	analysis.

After	each	test	of	the	PI	process,	internal	reports	were	shared	with	
INESSS	staff	members	to	discuss	methods	of	improvement;	a	final	re-
port	sent	to	those	involved	in	the	evaluation	of	the	process	was	unan-
imously	confirmed	by	all.	In	addition,	in	May	2018,	we	presented	our	
findings	at	both	a	CADTH	meeting34	and	an	INESSS	Forum,35	during	
which	we	profited	from	feedback	from	the	HTA	community	on	which	
dimensions	of	our	work	were	the	most	interesting	for	others	in	the	field.

3  | RESULTS

In	this	section,	we	present	the	four	steps	that	were	carried	out	to	in-
volve	patients	and	to	assess	the	PI	process,	as	well	as	the	perceived	
added	value	of	our	process	according	to	others	in	the	HTA	community.

3.1 | The choice of level of PI

At	the	beginning	of	its	mandate,	the	INESSS	scientific	team,	in	collab-
oration	with	INESSS	specialists	in	PI,	aimed	to	develop	a	PI	strategy	
to	 support	 the	 organization's	 initiative	 to	 develop	 the	 recommen-
dations	 through	 co‐construction	with	 patients.	 Firstly,	 a	 literature	
review	on	patient	experiences,	involvement	in	decision	making	and	

quality	 of	 life	with	 respect	 to	 ICDs	 and	 particularly	 their	 replace-
ment	was	conducted	by	the	INESSS	scientists.	Information	research	
strategies,	adapted	from	a	prior	systematic	review	of	high	quality,36 
were	used	and	applied	to	the	PubMed,	EBM	Reviews	and	EMBASE	
databases	(Table	2).

The	results	of	this	literature	search	identified	relevant	15	scien-
tific	articles.	None	of	 these	were	conducted	 in	Québec.	Following	
this	 step,	 the	 INESSS	 scientists	 and	 the	 PI	 team	 discussed	which	
level	of	PI	would	be	sought.	The	quantity,	quality	and	content	of	the	
articles	lead	to	the	decision	that	the	patients	could	be	asked	to	par-
ticipate	in	an	analysis	of	the	literature,	 just	as	expert	professionals	
do.	We	thus	created	three	committees:	an	expert	patient	committee	
to	reflect	on	the	 literature	concerning	patient	perspectives,	an	ex-
pert	 health‐care	professional	 committee	 to	 reflect	on	 the	medical	
literature	and	a	co‐construction	committee	for	patients	and	health‐
care	professionals	to	contribute	to	the	development	of	the	recom-
mendations	together	(Figure	1).

The	mandate	of	 the	expert	patient	committee	was	 to	 (a)	 share	
their	experience	of	care	and	quality	of	 life	with	an	ICD;	(b)	discuss	
the	available	literature	regarding	patient	decision	making	at	the	time	
of	ICD	implantation,	replacement	and	deactivation	(ie	ceasing	treat-
ment	by	the	device),	(c)	identify	aspects	of	decision	making	and	qual-
ity	of	 life	that	would	be	 important	to	be	considered	at	the	time	of	
replacement,	(d)	discuss	issues	regarding	optimizing	the	pathway	of	
care	for	ICD	patients	and	(e)	contribute	to	the	deliberation	process	
leading	to	the	recommendations	(Table	3).

Quality	of	life

The	most	recently	published	systematic	reviews,	of	good	
quality	according	to	the	evaluation	tool	AMSTAR37 
(January	2010‐March	2017)

Decision	making Systematic	review	by	Lewis	et	al,38	covering	the	period	of	
publication	from	January	2000	to	November	2013,	and	
primary	studies	or	systematic	reviews	published	between	
January	2013	and	March	2017

Best	practices	in	shared	decision	
making

Systematic	review	by	Lewis	et	al,38	covering	the	period	
of	publication	from	January	2000	to	November	2013,	
primary	studies	or	systematic	reviews	published	between	
January	2013	and	March	2017	and	a	key	scientific	state-
ment	among	the	most	recent	published	since	2010

TA B L E  2  Strategies	used	to	search	the	
patient	experience	literature

F I G U R E  1  Process	of	involvement	
for	the	development	of	ICD	replacement	
recommendations
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3.2 | The process to recruit the expert patients

Recruitment	 of	 patients	 for	 the	 expert	 patient	 committee	 em-
ployed	a	methodology	developed	by	Pomey	and	colleagues6	that	
recommends	4	 steps,	 including	 (1)	 select	 those	who	 respond	 to	
a	 general	 set	 of	 competency	 criteria	 (Table	 4);	 (2)	 recruit	 using	
a	 team	made	up	of	 a	patient	 recruiter	 and	a	qualified	person	 in	
charge	 of	 ‘partnership’;	 (3)	 train	 the	 patients	 in	 PI,	 partnership	
and	 guidance	 co‐construction;	 and	 (4)	 provide	 peer	 support	 to	
the	 recruited	 participants	 throughout	 the	 process	 by	 other	 pa-
tients	who	have	already	been	trained	or	have	participated	in	such	
a	project.

We	approached	health‐care	professionals	at	several	health‐care	
institutions	 that	were	 conducting	 ICD	 replacement	 to	 identify	pa-
tients	who	might	be	interested	in	being	part	of	the	committee.	Eight	
patients	were	referred	to	us	through	this	mechanism.	In	addition,	3	
more	were	identified	by	INESSS	scientists	through	INESSS's	involve-
ment	in	a	parallel	field	evaluation	on	ICD	replacement.	Thus,	a	total	
of	11	patients	potentially	interested	in	joining	the	committee	were	
referred.	Among	these,	8	were	contacted	by	a	duo	made	up	of	the	
patient	recruiter	(SB)	and	a	qualified	person	in	charge	of	partnership	
(MPP).	All	8	were	selected	according	to	specific	criteria	developed	
at	the	University	of	Montréal	and	those	established	for	this	partic-
ular	 project	 (ie	 ICD	patients	with	 different	 profiles)	 (Table	 4).	 The	
final	group	was	composed	of	1	 female	and	7	males	 (reflecting	 the	
sex	distribution	of	ICD	users,	the	majority	of	whom	are	male),	one	
person	who	had	not	had	an	ICD	replacement,	6	people	who	had	2	re-
placements	and	one	person	who	had	experienced	3.	Age	varied	from	
45	to	83,	with	an	average	of	72	years.	All	expert	patient	committee	
members	were	paid	 for	 their	 time	 (except	 for	 one	who	 requested	
to	be	a	volunteer),	 like	the	experts	on	the	health‐care	professional	
committee).	 For	 their	 part,	 the	 health‐care	 professionals	were	 se-
lected	to	represent	each	of	the	ICD	implanting	centres	and	diverse	
domains	of	expertise;	two	professional	societies	of	cardiologists	in	
Québec	were	also	involved	in	guiding	this	selection	and	both	women	
and	men	took	part.

3.3 | The initial meetings and ways to mobilize the 
patients' expertise

Two	meetings	with	the	expert	patient	committee	were	organized	by	
the	INESSS	scientists,	prior	to	which	a	draft	of	the	patient	literature	
consulted	 and	 a	 list	 of	 questions	 related	 to	 this	 information	were	
sent	 to	 each	member.	During	 the	 first	 hour	of	 the	 initial	meeting,	
the	PI	team	talked	about	the	reason	why	PI	in	HTA	is	relevant	and	
presented	the	different	methodologies	available	to	involve	patients	
in	HTA	 (ie	 consultation,	 collaboration	 and	 co‐construction).5,6 The 
goals	of	the	patient	committee	meetings	were	to	validate	the	knowl-
edge	base	for	the	specific	context	of	Québec	regarding	(1)	decision	
making	at	the	time	of	ICD	replacement	and	(2)	quality	of	life	of	pa-
tients	living	with	an	ICD.	In	parallel,	the	expert	health‐care	profes-
sional	committee	validated	the	medical	scientific	 literature	on	 ICD	
replacement.

3.4 | The co‐construction of guidance

A	modified	Delphi	method	was	 subsequently	 carried	out	with	 the	
members	of	 the	 joint	committee	 through	 two	consultation	 rounds	
by	electronic	mail.40	Comments	and	agreement	regarding	proposed	
wording	for	 recommendations	on	 ICD	replacement	were	collected	
from	 the	 patients	 and	 health‐care	 professionals.	 This	 feedback	
was	shared	anonymously	with	all	participants	in	the	second	round.	
The	 revised	 recommendations	and	 the	comments	 from	the	Delphi	
rounds	were	 then	presented	during	 the	 in‐person	co‐construction	
committee	meeting	to	discuss:	(1)	the	recommendations	that	engen-
dered	 the	most	 comments	 related	 to	 shared	 decision	making	 and	
(2)	the	possibility	of	creating	a	tool	to	facilitate	the	decision‐making	
process	between	patients	and	physicians.	The	 latter	discussion	re-
sulted	in	a	consensus	between	patients	and	health‐care	profession-
als,	with	both	groups	favouring	creation	of	a	tool	that	would	present	
the	various	treatment	options	according	to	the	pathology	involved,	
allowing	 patients	 to	 understand	 their	 illness	 and	 treatments,	 but	
without	forcing	patients	to	be	included	in	decision	making	that	could	

Meeting dates Objectives and description Participating committee

7	February	2017 First	meeting	of	the	commit-
tee,	on	the	validation	of	the	
literature	in	relation	to	shared	
decision	making

Expert	patient	committee

14	June	2017 Second	meeting	of	the	com-
mittee,	on	the	validation	of	
the	literature	in	relation	to	
quality	of	life

Expert	patient	committee

12	September	2017 Conference	call	to	present	the	
process	for	deliberation	of	
recommendations

Expert	patient	committee

29	September	and	
7	November	2017	
(dates	of	send‐out	of	
recommendations)

2	rounds	of	a	modified	Delphi	
process	regarding	the	recom-
mendations	by	electronic	mail

Co‐construction	committee	
(expert	patient	committee	AND	
expert	health	professional	
committee)

TA B L E  3  Details	of	meetings
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be	particularly	difficult,	especially	when	the	risk	of	mortality	could	
be	high.

3.5 | The perception of the expert patients on their 
involvement

After	each	expert	patient	committee	meeting,	patients	mentioned	
that	 these	 allowed	 for	 a	discussion	 that	helped	 them	validate	 and	
contextualize	the	literature	review,	especially	the	sections	concern-
ing	the	patient's	experience.	They	shined	light	on	the	themes	they	
considered	the	most	important	for	them	and	their	loved	ones.	The	
patients	highlighted	the	importance,	at	the	time	of	the	initial	implan-
tation,	of	recognizing	the	psychological	impact	of	learning	simulta-
neously	that	he/she	was	suffering	from	a	dangerous,	life‐threatening	
cardiac	disease	and	 that	he/she	was	 in	urgent	need	of	wearing	an	
ICD.	They	also	highlighted	the	impact	on	their	family	and	loved	ones,	
underlining	the	need	for	information	to	be	given	to	these	people	as	
well,	should	they	have	questions.	The	patients	all	found	it	difficult	to	
discuss	the	possibility	of	disabling	the	ICD.	They	all	felt	it	was	impor-
tant	for	this	topic	to	be	addressed,	but	preferably	after	first	reaching	
an	understanding	of	their	illness	and	the	impact	of	having	an	ICD	on	

their	lives.	Patients	also	added	that	information	should	be	given	by	
their	 treating	physician	or	by	a	nurse	whom	they	trust,	and	at	 the	
right	time:	when	they	are	able	to	receive	and	integrate	it.

The	 patients	 pointed	 out	 the	 need	 to	 better	 understand	 the	
organization	of	 services,	 the	 role	 of	 each	health‐care	professional	
involved	in	their	care	and	the	way	professionals	communicate	with	
each	other.	They	mentioned	the	heterogeneity	in	the	care	pathway	
that	 leads	 to	an	 ICD	 implantation.	They	also	 realized	 that	 the	 role	
of	 each	 health‐care	 professional	 can	 change	 from	 one	 patient	 to	
another:	 some	patients	 are	 treated	by	 a	 cardiologist	 and	 some	by	
a	general	practitioner.	It	was	also	stated	that	more	effort	should	be	
put	towards	promoting	better	communication	between	the	different	
professionals	involved,	particularly	before	a	replacement,	to	ensure	
all	the	technical	information	regarding	the	device	is	discussed.

The	 patients	 also	mentioned	 the	 need	 for	 health‐care	 profes-
sionals	to	initiate	a	discussion	about	ICD	generator	replacement	or	
deactivation	with	 their	 patients	 and	 to	maintain	 responsibility	 for	
the	 final	 decision.	One	 reason	 for	 this	was	 that	 patients	 felt	 they	
had	 received	 little	 information	 about	 the	 potential	 side‐effects	 of	
the	ICD	and	the	impact	it	would	have	on	their	daily	activities,	forcing	
them	to	go	to	the	Internet	to	read	on	the	matter.	The	second	reason	
was	that	the	replacement,	for	them,	was	not	an	‘option’,	since	their	
ICD	was	presented	to	them	as	a	long‐term	treatment	without	any	al-
ternative:	they	felt	the	decision	was	to	be	made	by	their	cardiologist	
or	electrophysiologist.

The	patients	all	learned	for	the	first	time	during	the	meetings	
that	the	indication	for	an	ICD	could	change	over	time.	In	the	light	
of	this,	they	felt	it	would	be	relevant	to	talk	about	the	possible	re-
newal	of	the	ICD	one	year	before	the	deadline	for	replenishing	the	
battery	support.	This	would	help	them	to	take	part	in	the	decision‐
making	process,	especially	if	their	treating	physician	was	open	to	
answering	 all	 of	 their	 questions	 and	 to	 take	 into	 consideration	
their	 desired	 level	 of	 involvement	 in	 their	 course	 of	 treatment.	
Although	the	patients	expressed	discomfort	when	presented	with	
the	 possibility	 of	 deactivating	 the	 defibrillator	 function	 of	 their	
ICD,	they	underlined	the	importance	of	considering	the	patient's	
opinion	and	perspective,	because	of	the	psychologically	reassuring	
effect	of	wearing	the	ICD.	 Indeed,	during	the	expert	health‐care	
professional	 committee	meeting	 and	 the	 subsequent	 interviews,	
the	clinicians	agreed	with	the	patients'	perceptions	that	they	were	
not	involving	their	patients	enough	in	the	decision‐making	process	
and	did	not	have	the	necessary	tools.	All	the	concerns	raised	and	
noted	above	by	 the	patients	were	 incorporated	 into	7	of	 the	11	
recommendations	(Appendix	S2).

3.6 | The perception of the added valued of PI 
by the INESSS scientists and by the expert health‐
care professionals

For	the	INESSS	scientists,	the	contribution	of	the	patients	was	evi-
dent	at	several	levels.	First	of	all,	it	allowed	most	of	the	team	mem-
bers	 to	 be	 in	 contact	 with	 patients	 with	 cardiac	 problems,	 which	
really	 brought	 home	 the	point	 that	 there	were	people	 behind	 the	

TA B L E  4  Patient	selection	criteria

From the University of Montréal39 For this specific project

•	 Expresses	him/herself	clearly	and	
simply

•	 Expresses	general	health	network	
concerns	through	a	constructive	
attitude	about	his/her	treatment

•	 Has	significant	life‐experience	
with	the	condition	under	study

•	 Has	significant	experience	in	
health	care	and	services	targeted	
by	the	project	(see	the	criteria	for	
this	specific	project)

•	 Is	in	a	stable	state	of	health	at	
the	time	of	recruitment	(not	in	an	
acute	or	crisis	situation)

•	 Has	the	ability	to	share	his/her	
own	experience	with	ICD	use	and	
has	learned	to	live	with	it

•	 Can	generalize	his/her	own	experi-
ence	to	other	contexts	of	care

•	 Demonstrates	a	desire	to	help	
people	and	contribute	to	an	objec-
tive	that	goes	beyond	his/her	
individual	experience

•	 Has	interpersonal	skills	to	facilitate	
collaboration	(listening,	empathy,	
etc)

•	 Has	a	critical	mind,	even	within	
teams	in	which	he/she	has	already	
been	a	patient

•	 Understands	the	vision	and	
implications	of	the	‘partnership	in	
health	care’	of	the	Montréal	model

•	 Is	available	and	motivated	to	com-
mit	for	the	duration	of	the	project

•	 Living	in	various	areas	
of	Québec

•	 Treated	by	various	
health‐care	institutions	
in	Québec

•	 Having	various	
diagnoses

•	 Wearing	an	ICD	for	vari-
ous	durations

•	 Having	experienced	
a	varying	number	of	
replacements	(none	to	
two)

•	 For	at	least	some	of	the	
patients,	having	had	
previous	experience	of	
shock
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statistics.	 The	 fact	 that	 INESSS	 reports	 could	be	 read	by	patients	
became	more	obvious,	and	thus,	the	importance	of	paying	attention	
to	how	information	is	presented:

I	 have	 been	 working	 in	 cardiology	 for	 more	 than	
10	years	and	have	never	had	the	opportunity	to	meet	
and	work	directly	with	patients	with	heart	problems.	
It	made	me	a	little	nervous.	I	then	realized	that	I	had	
never	imagined	that	reports	written	by	INESSS	could	
be	read	by	patients.	I	will	be	more	careful	from	now	
on.	Now	I'm	paying	a	lot	more	attention	to	how	I	write	
my	 reports	 so	 the	 information	 is	 not	 too	 disturbing	
for	patients.

This	also	allowed	the	team	to	be	comfortable	with	several	recom-
mendations	directly	related	to	the	patient	experience:

[Probably	if	the	patients	had	not	co‐constructed	the	
recommendations,	we	would	 not	 have	 had	 so	many	
directly	related	to	their	experience	with	the	renewal	
of	an	ICD.	We	would	certainly	have	had	strictly	medi-
cal	recommendations.]

For	the	health‐care	professionals,	they	realized	that	they	did	not	
include	patients	fully	in	decision	making	and	that	the	organization	of	
services	was	not	always	optimal:

[We	 do	 not	 currently	 use	 tools	 to	 discuss	 different	
treatment	options	with	patients.	That's	a	good	point.]

[I	did	not	realize	that	patients	were	asking	themselves	
so	 many	 questions	 about	 their	 daily	 life	 in	 relation	
to	 their	 ICD,	 such	 as	 going	 through	 security	 at	 the	
airport.]

[Indeed	families	are	very	minimally	included	through-
out	the	process,	as	well	as	the	attending	physician.]

[The	consent	for	the	ICD	change	is	actually	made	the	
same	day	as	the	operation;	it	is	a	good	idea	to	consider	
it	in	advance.]

3.7 | Factors that facilitated or inhibited PI

According	to	the	INESSS	scientific	team,	the	most	important	fac-
tors	that	inhibited	the	PI	process	were	their	lack	of	previous	work	
with	patients	and	their	 inexperience	using	 lived	knowledge	from	
patients	in	their	prior	assessments.	For	the	INESSS	scientist	team,	
it	was	difficult,	after	the	first	meeting,	to	see	the	added	value	of	
the	 patient	 comments	 regarding	 the	 literature.	 Rather,	 they	 had	
been	expecting	data	on	the	personal	experiences	of	patients	living	

with	an	ICD:	‘I	did	not	learn	anything	new	at	the	meeting.	I	thought	
we	would	mostly	listen	to	their	experience’.	This	remark	was	also	
made	 by	 the	 patients,	 as	 they	would	 have	 all	 preferred	 to	 have	
had	time	at	the	beginning	of	the	 initial	meeting	to	describe	their	
experiences	living	with	an	ICD,	issues	that	the	scientists	might	not	
have	previously	appreciated:

[I	would	have	liked	to	have	devoted	the	initial	meet-
ing	time	to	learning	each	other's	stories.	We	learned	
these	 as	 we	 went	 along	 but	 it	 would	 have	 helped	
to	 better	 understand	 if	 other	 people	 had	 the	 same	
problem	as	me	or	not,	and	therefore	if	we	had	gone	
through	similar	experiences	for	the	same	reasons.]

The	INESSS	scientist	team	also	pointed	out	that	some	of	the	de-
cisions	made	to	summarize	the	literature	did	not	fully	address	all	of	
the	concerns	of	the	patients.	Indeed,	patients	highlighted	the	impor-
tance	of	including	relatives	in	decision‐making	discussions	whereas	
this	 issue	was	 not	 developed	 in	 sufficient	 depth	 in	 the	 initial	 text	
submitted	 to	 the	 committee,	 although	 it	 had	 been	 referred	 to	 by	
some	of	the	scientific	articles.	Another	challenge	was	related	to	how	
to	integrate	the	perspectives	of	the	expert	patient	committee	into	
the	report:	after	each	of	the	three	sections	(quality	of	life,	decision‐
making	experiences	 and	best	practices	 in	decision	making)	 should	
there	be	some	kind	of	summary	of	the	patients'	input?	A	discussion	
between	the	scientific	and	PI	teams	led	to	the	introduction	of	boxes	
summarizing	the	comments	received,	for	the	first	time	in	an	INESSS	
report.

The	factors	that	most	facilitated	the	patient	recruitment	process	
were	the	implementation	of	a	structured	approach	to	patient	selec-
tion	and	the	presence	of	a	duo	made	up	of	a	patient	recruiter	and	a	
qualified	person	in	charge	of	partnership	to	select,	train	and	coach	
patients.	 This	 approach	 allowed	 the	 participants	 to	 benefit	 from	
the	experience	of	another	patient	(the	patient	recruiter),	in	order	to	
interact	optimally	throughout	the	process.	This	structure	was	very	
appreciated	by	the	patients:

[We	had	a	group	where	each	person	was	relevant	to	
the	discussion],

[The	discussions	were	very	rich,	I	learned	a	lot	about	
my	illness	and	how	ICDs	work],

[I	really	appreciated	that	the	recruitment	was	done	by	
another	patient].

As	 for	 the	health‐care	professionals,	 they	appreciated	 the	 trans-
parency	of	the	process	which	reduced	their	uncertainty	about	having	
patients	act	as	partners,	rather	than	mainly	as	advocates:	 ‘[I	was	not	
sure	what	 to	 expect,	 but	 I	was	 pleasantly	 surprised	 to	 see	 patients	
being	able	to	react	to	complex	issues	and	give	us	as	many	solutions	as	
possible	to	improve	the	organization	of	services]’.
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4  | DISCUSSION AND A PI  FR AME WORK 
PROPOSAL

This	study	has	two	main	limitations.	The	first	relates	to	the	difficulty	
interviewing	 the	 persons	 on	 the	 expert	 health‐care	 professional	
committee.	Only	 two	of	 the	6	clinician	experts	who	were	present	
during	 the	 co‐construction	 committee	meeting	provided	 feedback	
on	their	experience,	despite	multiple	efforts	to	contact	them.	This	is	
probably	best	explained	by	a	lack	of	availability	on	the	part	of	the	cli-
nicians,	but	may	also	signal	less	interest	in	taking	part	in	this	kind	of	
reflection.	The	second	limitation	concerns	the	fact	that	many	of	the	
authors	of	this	article	work	for	INESSS,	which	could	lead	to	difficulty	
in	being	objective	in	the	evaluative	process.31,41	On	the	other	hand,	
this	study	made	it	possible	to	obtain	detailed	information	about	the	
various	mechanisms	 that	were	used	and	 the	points	of	view	of	 the	
actors	 in	 real	 time;	 the	 interviews	 seem	 to	 show	 that	participants	
spoke	freely.

The	 main	 goal	 of	 this	 article	 is	 to	 describe	 a	 co‐construc-
tion	 process	 to	 develop	 recommendations	 including	 both	 pa-
tient‐based	evidence	(PBE)	and	patient	input.42	This	level	of	PI	in	
co‐construction	 is	 still	 rare	 in	 the	 literature:	 in	 fact,	 it	 is	 almost	
non‐existent.2‐4,8,10‐12	 The	 aim	was	 to	 test	 the	 ability	 of	 an	HTA	
agency	 to	 advance	 PI	 by	 co‐constructing	 recommendations	 for	
ICD	 replacement	with	 health‐care	 professionals	 and	 the	 INESSS	
scientific	team.	The	methodology	used	shows	that	this	is	possible,	
even	if	the	subject	is	complex	as	was	the	case	for	replacement	of	
ICDs.	This	project	shows	that	 it	 is	possible	to	engage	patients	 in	
a	 ‘meaningful’	way,	as	proposed	by	Abelson	et	al	 (2018).	 Indeed,	
this	approach	is	inscribed	in	the	values	of	INESSS,21,22	appreciat-
ing	 the	 experiential	 knowledge	 of	 patients,	 rather	 than	 a	 purely	
advocacy	role,	and	 it	 followed	a	structured	process	 that	defined	
what	was	expected	by	the	level	of	chosen	commitment.	This	has	
led	 INESSS	 to	propose	methods	 to	build	best	practices	 for	PI	 in	
HTA.	In	other	words,	INESSS	took	part	in	a	sequential	process	that	
sought	 to	 identify	a	potential	 framework	 to	be	applied	 in	 future	
HTA	processes	of	co‐construction,	including	both	expert	patients	
and	health‐care	professionals.	In	this	context,	the	different	steps	
that	 facilitated	or	 inhibited	the	patients'	 involvement	 in	 the	pro-
duction	of	 recommendations	will	 be	 discussed	below,	 as	well	 as	
other	issues	that	were	raised	during	this	project.

First	of	all,	this	project	highlighted	the	importance	of	exploring	
patient‐related	 literature	 in	order	 to	evaluate	 the	necessity	of	col-
lecting	primary	data	or	asking	patients	using	a	health	technology	for	
their	points	of	view.	Indeed,	when	the	scientific	literature	is	not	rich	
enough	with	respect	to	quality	of	life,	shared	decision	making	or	pa-
tient	 empowerment,	 it	 is	 possible	 to	 consider	 adding	 a	process	of	
primary	data	collection	among	patients	 through	consultation.	This	
can	be	carried	out	through	questionnaires,	interviews	or	group	dis-
cussions.	When	there	is	ample	scientific	 literature,	patients	can	be	
mobilized	to	reflect	on	it.	However,	as	the	patients	and	the	INESSS	
scientific	team	realized,	an	important	starting	point	is	going	around	
the	table	to	discuss	each	patient's	experience	with	the	health	condi-
tion(s)	under	study.

This	project	also	highlighted	the	importance	of	clearly	identifying	
the	type	of	patients	being	sought	to	fulfil	the	mandate:	in	this	case,	
patients	with	different	pathologies	 requiring	 an	 ICD.	The	 rigorous	
process	of	patient	selection	made	it	possible	to	set	up	a	committee	
of	patients	with	a	variety	of	backgrounds	and	complementary	ex-
pertise.	To	be	able	to	efficiently	identify	patients	with	the	required	
profile	 in	 the	 future	at	 INESSS,	 it	 is	necessary	 to	 (1)	 count	on	 the	
support	of	health‐care	providers	and	INESSS	personnel	to	identify	
potential	participants,	(2)	take	advantage	of	different	web	platforms	
for	the	public	such	as	the	INESSS	website,	INESSS's	Facebook	page	
and	Twitter,	and	(3)	create	a	directory	of	patients	who	can	be	quickly	
mobilized	to	participate	in	INESSS's	projects	and	can	cover	different	
demographics	(age,	gender,	etc)	and	disease	groups.

In	addition,	 this	project	demonstrated	 that	health‐care	profes-
sional	experiences	in	the	field	are	also	highly	valued.	INESSS	made	
great	 effort	 to	 bring	 patients	 together	with	 the	 scientific	 team	 to	
share	their	experience	and	expertise.	Health‐care	professionals	too	
should	 be	 asked	 to	 share	 their	 clinical	 experience	within	 commit-
tees.	To	optimize	the	participation	process	for	patients	and	health‐
care	 providers,	 some	 further	 structuring	 of	 INESSS's	 methods	 is	
warranted;	to	this	end,	an	ethical	framework	for	the	integration	of	
knowledge	in	health	and	social	services	(CRÉDIS),43	now	in	develop-
ment,	will	be	helpful.

Indeed,	 INESSS's	 scientific	 team	was	 not	 trained	 in	 PI	 in	HTA	
before	 the	 start	 of	 this	 project,	which	may	 have	 led	 to	misunder-
standings	 about	 how	 to	 carry	 out	 a	 co‐construction	 process.	
Consequently,	a	new	partnership	with	the	Centre	of	Excellence	on	
Partnership	 with	 Patients	 and	 the	 Public	 (CEPPP),44 an academic 
centre	specialized	in	PI,	will	make	it	possible	to	train	all	INESSS	pro-
fessionals,	as	well	as	patients	and	health‐care	professionals	involved	
in	HTA,	thus	enhancing	the	contribution	of	patient	participation	and	
integration	 of	 experiential	 knowledge	 into	 INESSS	 recommenda-
tions44	in	the	future.

We	also	made	sure	that	the	participation	of	the	members	of	the	
patient	committee	was	acknowledged,	firstly	by	thanking	them	indi-
vidually	not	only	by	telephone	and	by	e‐mail,	but	also	by	including	
their	names	 in	 the	reports	 that	were	published	as	a	 result	of	 their	
work,	with	their	permission.	We	ensured	that	lessons	learned	from	
the	experience	were	translated	 into	action	to	 improve	the	process	
of	developing	HTA	advice	and	practice	guidelines.	As	a	result	of	this	
project,	a	dedicated	team,	comprised	of	 three	partnership	experts	
and	two	patients,	was	put	in	place	to	support	the	team	methodology	
of	patient	participation	in	HTA,	and	a	PI	framework	was	adopted	(see	
Figure	2).

Importantly,	this	project	raised	some	ethical	issues.	Ethical	ques-
tions	concerned	the	following:	whether	it	is	possible	to	have	patients	
and	health‐care	professionals	who	 are	 in	 a	 clinical	 relationship	on	
the	same	committee;	how	to	respect	the	confidentiality	of	patient	
medical	data	held	by	INESSS;	how	to	identify	and	adequately	man-
age	 patients'	 conflicts	 of	 interest,	 by	 acknowledging	 that	 patients	
involved	as	experts	in	the	development	of	recommendations	related	
to	their	condition	are	not	necessarily	in	conflict	of	interest	for	this	
reason;	 how	 to	 best	 include	 vulnerable	 patients,	 whatever	 those	



     |  9POMEY Et al.

vulnerabilities	might	be;	and	how	to	guarantee	a	transparent	meth-
odology	throughout	the	process.	These	issues	and	others	have	been	
the	subject	of	reflection	and	resulted	in	a	drafting	of	guidelines	on	
various	ethical	issues	related	to	patient	participation	at	INESSS.43

New	 processes	 have	 also	 been	 proposed.	 For	 example,	 it	 has	
been	suggested	that	organizing	an	earlier	meeting	between	patients	
and	the	INESSS	scientific	team	would	have	been	useful,	as	the	scien-
tific	team	would	then	have	benefitted	from	being	made	more	aware	
of	 the	 importance	 of	 qualitative	 studies	 related	 to	 life‐experience	
with	illness	and	decision	making,	and	patients	would	have	gained	a	
better	understanding	of	the	scientific	issues	related	to	their	health	
condition.	Another	proposal	has	been	to	identify	one	or	two	patients	
to	 support	 INESSS	 scientific	 teams	 in	 the	 definition	 of	 evaluation	
questions	and	in	the	interpretation	of	the	patient	experience	litera-
ture,	even	before	participating	in	a	committee,	as	is	already	done	for	
the	scientific	literature	with	key	clinical	experts.

Finally,	despite	a	long	tradition	of	using	patient	advocacy	groups	
in	Québec	as	compared	to	other	jurisdictions,	patients	in	this	study	
were	not	recruited	through	patient	associations	because	there	were	
none	for	this	specific	health	condition.	For	other	projects,	however,	
it	would	be	interesting	to	see	how	it	might	be	possible	to	unite	both	
patients	from	an	advocacy	group	and	those	living	with	a	particular	
illness.

5  | CONCLUSION

This	project,	 conducted	at	 INESSS,	 contributes	 to	 future	develop-
ment	in	optimizing	the	incorporation	of	PI	in	HTA	through	a	co‐con-
struction	 process,	 perhaps	most	 importantly	 when	 the	 topics	 are	
complex.	The	evaluation	of	PI	in	the	assessment	of	ICD	replacement	
thus	highlights	the	strengths	and	areas	for	improvement,	as	well	as	

the	challenges	that	have	been	encountered.	INESSS	strives	to	con-
tinue	improving	its	methods	to	engage	patients	in	partnership	with	
health‐care	professionals	in	a	more	systematic	way	throughout	the	
entire	assessment	process,	even	if	time	constraints	are	a	limiting	fac-
tor.	This	study	shows	that	it	is	possible	to	carry	out	co‐development	
of	recommendations	that	combines	patient	and	health‐care	profes-
sional	experiences.	This	allows	a	more	democratic	process	than	usual	
and	 contributes	 to	 a	 real	 commitment	 to	PI	 in	HTA,	which	 results	
in	 recommendations	with	more	patient	 focus	 and	ultimately	more	
potential	impact	on	health	services	delivery	and	population	health.	
Through	this	project,	INESSS	was	able	to	propose	a	framework	for	
meaningful	PI	 in	 its	various	activities,	a	 framework	that	could	also	
help	other	HTA	agencies	to	better	structure	their	own	approach	and	
promote	optimal	IP	in	their	evaluation	work.
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