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Conflits d’intérét

* Frais personnels : Novartis, Lilly, MSD et Astrazeneca

* Subventions de recherche : Novartis, Fondation Hospira-Pfizer et
Astellas



Introduction
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Abbasi J et al. JAMA 2019; Le Saux et al. Oncologist 2019



Introduction

« Capacity » : capacité de prendre une décision
« Competency » : capacité déterminée de maniere légale

L'objectif du médecin : « Capacity »
« A comprendre
* Prendre une décision
* Assumer la responsabilité des conséquences de la décision

* Nécessaire pour un consentement éclairé VALIDE

A évaluer a un temps précis

Attention aux causes réversibles (médicaments, syndrome confusionnel,
infections, déficit sensoriel...)



Introduction

* La capacité, bien que dépendante de la cognition, n’est pas la méme chose
que la cognition.

* Les patients atteints de démence légere a modérée peuvent évaluer,
interpréter et tirer un sens de leur vie.

* Une personne incapable d'accomplir une tache peut étre capable de décider
qui peut l'aider a I'accomplir.



Capacité de

décision




Introduction

e Capacités de décision altérées dans 44 a 69% des résidents des
maisons de retraite

* Marson et al. ont constaté que presque tous les patients atteints de
la maladie d'Alzheimer légere a modérée présentaient des troubles
quant a la prise de décision (compréhension+++), mais appréciation /
raisonnement et choix préserveés.

* Les patients atteints de démence frontotemporale peuvent avoir de

bons résultats aux tests neuropsychologiques classiques, mais leur
jugement et leur prise de décision sont altérés.

Pruchno et al. Gerontologist; Royall Exp Aging Res; Marson et al. Arch Neurol; Manes et
al. Dement Geriatr Cogn Disord.



Pourquoi et comment 'évaluer ?

* Consentement a la recherche = prérequis pour garantir les intéréts
des participants

* 'évaluation des risques et la balance B/R est essentielle

e Alternatives :

o Décision par un « surrogate » mais possible manque de connaissances des
envies du patient, sentiment de culpabilité ou stress a prendre la décision

o Directives anticipées...



Le MIMISE de Folstein est-il utile ?

Comparaison au
P Sensitivity and specificity of the Mini Mental State Examination in identifying, according to four standards, the capacity sta-
MacCAT-CR (référence) tus of 37 persons with mild to moderate Alzheimers disease®

i Understanding Appreciation Reasoning Combined standard
3 7 p at 1€ nts A D (capable, N=20; (capable, N=17; (’capah]e,oN=24; (capable, N=14;
incapable, N=17) incapable, N=20)® incapable, N=13)" incapable, N=23)"
Age:78.715.8 (moy+sD) MMSE
cutofl
S core M M S E . 2 2 9 + 3 8 score Sensitivity Specificity Sensitivity Specificity Sensitivity Specificity Sensitivity  Specificity
(ra nge:16_28) 16 5.9 100 5.0 100 77 100 43 100
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18 RiZI 1()0) 20 () 1(}) IR 5 95 8 23 1 10)()
Spécificité 85-90% <+ |19 41.2 §5.0 45.0 94.1 53.8 89.5 39.1 92.9
P
21 029 70.0 20.0 0.6 61.5 0.8 418 1.4
22 64.7 65.0 60.0 64.7 76.9 66.7 60.9 714
23 706 65.0 65.0 64.7 76.9 62.5 65.2 714
95 82 4 60.0 80.0 647 92 3 583 783 714
Sensibilité sup 390% | +— |2(i 04.1 30.0 95.0 35.3 100 29.2 91.3 35.7 |
2 100 5.0 Uo.0 LS 100 125 L} SR 4.3
28 100 0 100 0 100 0 100 0

Kim et al. Psychiatr Serv. 9



Le MIMISE de Folstein est-il utile ?

e Sur 51 Veterans residents

* MMSE score =22.4+/-6.9
* Méthode des vignettes: 33.3% ont des CD intactes

* VS 77% par leur médecin

Fitten et al. / Am Geriatr Soc.\°



Outils d’évaluation

* MacCAT-CR : la référence
* Quality of Informed Consent
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MacCAT-CR

= Mac Arthur Competence
Assessment Tool-Clinical Research

Questionnaire semi-structurée

Durée de passation 15-30’

21 items, échelle a 3 pointsde 0 a 2,
(inadéquat, partiellement adéquat, ou
adéquat)

Un score faible a n’importe lequel des
4 domaines suffit a mettre en doute la
CD

Decision-Making Capacity Domains
{Possible Score for Each Item)

UNDERSTANDING (towal possible score = 26)

The subject understands that:
—the purpose of the study is to test the effectiveness of
a case-management intervention (2)
—the study lasts 1 year (2)
—the study requires 2 additional procedures
(2 questions) (4)
—the effectiveness of the intervention is unknown (2)
—not all subjects will receive the intervendon (2)
—subjects who do not receive the intervention muse
complete surveys and undergo health evaluations (2)
—the intervention will be assigned at random (2)
—the study resules will benefit future patents (2)
—subjects in the study may benefit (Z)
—ithe study imposes 2 additional burdens
(2 questions) (4)
—subjects can refuse to participate or can withdraw from
the study without penalty (2)

APPRECIATION (total possible score = 6)
The subject appreciates that he/she:
—would not be asked to be in the study solely for his/
her personal benefit (2)
—would not be assigned to receive the intervention or
not based on his/her needs (2)
—can refuse to pardcipate or can withdraw from the
study without penalty (2)

REASONING (total possible score = )
The subject is able wo:
—describe 2 reasonable consequences of participating
in the study (2)
—compare the merits of participadng vs. not
participating (2)
—give 2 examples of the impact of parnticipating on his/
her everyday life (2)
—express a choice that is consistent with the conse-
quences that he/she has described (2)

CHOICE (total possible score = 2)
The subject is able to express a choice about whether or
not to enroll (2)

MAIS
pas de seuil objectif
nécessite une formation

Validé pour AD, cancéro
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QlC

35 questions

Partie A = Mesure objective de leur compréhension de I'essai clinique
Réponses sur une échelle a 3 points « agree » / « disagree » / « unsure ».
Pour éviter les biais : direction de |la réponse varie

Questions génériques en majorité

* Exemple : “If | had not wanted to participate in this clinical trial, | could have
declined to sign the consent form.” => Réponse : Agree

D’autres sont phase-spécifiques.

e Exemple : “In my clinical trial, one of the researchers’ major purposes is to find
the highest dose of a new drug or treatment that can be given without causing
severe side effects” => essais de phase .

13



APPENDIX: QUALITY OF INFORMED CONSENT (QulC), PART A

A& Inomy climical wrial, coe of the researchers” major Disagres;  Unsaes  Apees
INSTRUCTIONS: Below you will find several statements about cancer clinical trials (otherwise purposes ks 1o find out what effects (good aad had)a
. ) L . il ha il o »
known as cancer research studies). Thinking about your clinical trial, please read each statement S T L e Ay et | ‘

- . . A9 The treatment being nescarched in my clinical rial bas isapreE . .
carefully. Then tell us whether you agree with the statement, you disagree with the statement, or N ! Disagrees-  Unsare;  Agree
Ieen proven t be the best treatment for my Lype of

you are unsure about the statement by circling the appropriate response. Please respond to each

CANCET.

statement as best vou can. We are interested in your opinions, A0, Immy clinical irial, each groap of pients eceives . Diggme,”  Unsre;  Agree,'’

higher dese of the ireaiment than the group betone,

until some palients hive serious side effecs,

Al ARer Lagread W panticipale in my clinacal il my Disagres, ™ Unsone;  Agnees'

Al When I signed the consent form for my current cancer  Disagree,  Unsure; Agree; restment s chissen randursly (b s o 1w
therapy, T knew that T was agreeing to participate in a o mare pessibilitics. Correct answer
clinical trial, A2, Compared wiik standand treaiments for my pe of Disagree;s  Unsures  Agrees t geored for phase 111 }H.Ib_i'.‘.‘-l.:l,s l:l'rl.l}l
camcer, my chinical inial does pot carry any additianal
A2, The main reason cancer clinical trials are done is (o H ! . ) ) . .
Disagree;  Unsure:  Agree; risks o discoanfans. # Seored for phase [ subjects only
improve the treatment of future cancer patienis. AR, There may pi be direer medical benefit b me from Disagree,  Unsure,  Agres;. ;
T v Scored for phase [1 subjects only
. C e it I Chis clmical Trial,
A3, Ihave been informed how long my participation in Disagree;  Unsure;  Agreg;- T
this clinical trial is likely to last. 414, By panicipating in th""‘:h.m“] trial, 1z helping the Disugroey  Ussure;  Agrets “ Correct answer for patients on phase 11 aned 101 trials
ressearchers leam infarmation that may benefit foture
. .y . . £t . . o
Ad. Al the treatments and procedures in my clinical trial  Disagree,.  Unsure;  Agree CHMCER pRlkents. Correct answer for patients on phase [ irials
- . o i i a climical rial, it 1s sz !
are standard for my type of cancer. AlS, Because | om participating in o o ) Disagree;  Unsure:  Agrees #* . . e
pssséble that the siudy spansce, various g " Cowrect answer for patients on phose [ and 1T trials
ni | ! i : agEneies, hiers i direcil vived . . .
A5, In my clinical trial, one of the researchers’ major Disagree, Unsure, Agrees- aeneies, of eihers wiha s not direcily iny in ¥ Correct answer for paticnts on phase 11T trials

my care could revies sy medical records.

purposes is to compare the effects (good and bad) of
2 : : . Al My doctars did fen offer me o lernmives beside Isngree; - .

two or more different ways of treating patients with ¢ :_""1_'_ | " I'"’" e % Disagres. Unmse;  Agres

Ircalmenl m This Slincal 56

my type of cancer, in order to see which is better.'

’ ALT. The comsent Form 1 signed describes whowill pay for — Disgree,  Unsusre;  Agrees.

AB. In my clinical trial, one of the researchers’ ﬁ'lilj()l’ Disagroc. Unsures Agreeys trealmend if 1 am injured or become il as a resuli of

R ) participation in this climical trial,

purpases is 1o lest the safety of a new drug or

R AlE The comsent farm | skgned lists the name of the person

Diisgres;  Unssre;  Apgrees-
freatment (o perseds) wham | should contact if 1 have any

A7, Inmy clinical trial, one of the researchers’ major Disagree; Unsure;  Agreess ueaiions or cancemme abow the clinkeal ikal

A% 161 hasd not wanted e participate in this clinical ral. 1 Disagree;  Unsre;  Agrees.

could have declined 1o sign the consent form.

purpases is 1o find the highest dose of a new drug or
treatment that can be given without causing severe . N .
AL [ will have bo remiain in the clinical trial eves if [ Disagree;»  Unsse;  Agree;

. 14
side effects.§ checike sameday that | want to witkadnw,




QlC

* Partie B = Mesure subjective de leur compréhension de l'essai
clinique

* 15 questions pour mesurer le niveau de compréhension

* Echelle de Likert sur 5 points

* Exemples : “When you signed the consent form to participate in your clinical
trial . . . how well did you understand the treatments and procedures you will
undergo”?
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APPENDIX: QUALITY OF INFORMED CONSENT (QulC), PART B

When you signed the consent form W parcipate i vour clinical tnal, how well did you

umderstand the following aspects of your clinkeal trial? £ vew didie ' e rsrand the item ar ol
please circle 11 you andermood i very well, please clrele 5, I vouw wndeeseand i somewli,
please cirele o umber berween T amd 5,

I Didn't I Uniderstrod
Understand =~ —p This Very
This a1 All Well
Bl The fact that your treatment imvolves research | 2 3 n 3
B2, What the researchers are irying to find out in 1 2 3 4 5
the clinical trial
B3 How long you wall be i the clinical trial 1 2 3 1 5
B4, The treatments aml procedures you will 1 2 1 1 5
undergn
BE. Which of these treatments and procedures are | 2 1 a 5
experimental
Ef.,  The possible msks and discomforts of 5 4 4 5
participating in tee clinical rial
B7.  The possithe benefits o you of paripating in 1 3 4 5
ihe elinical trial
B8, How yeur panticipation in this clinical wial may 1 - 3 4 5
benedit fuiune patients
B The aliematives te panticipation in the clinical . N 3 4 5
trial
B0 The effect of the climcal tial on the s 5 4 5
| 3
confidentiality of your medical records
B11. Who will pay for treatment if you sare injumdw
‘becomes ill because of participation in this ! : i 4 i
elimical iral
BI1Z, Wham you should contact if yoo have questions
2 3 4 5
of concerns ahowt the clinical il
B3 The fact that participation in the elimical wial is
2 4 b
voluntary !
B4, Owerall, how well did you understand your 5 ;
4 5

clinical irial when you signed the consend form?

Auto-
questionnaire

N’évalue que la
compréhension

Pas de seuil

Validé en
cancéro
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En conclusion

e Zone grise pour des MMSE entre 20 et 26
 Utiliser le QIC ? Mais plutét un outil d’audit

* Personne de confiance / directives anticipées
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Merci de votre attention

olivia.le-saux@chu-lyon.fr

«?Ez) ) Uﬂyl%ﬂﬁ
SoFOG) DIALOG™ L

Gerico+Ucog

OOOOOOOOOOO
D ONC OGE RIATR




