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Questionnaire about informed consent in HD: CQ-HD

Procedure:

At MO: Ask the patient to read the information and the consent forms. Answer any questions and provide, even if there
are no questions, a brief synthesis of important points in the protocol, then complete the questionnaire with the patient.
Correct errors of interpretation concerning the protocol and re-explain obscure points to the patient. Finally, propose to
the patient to sign the information and consent forms.

At M12: Fill in the questionnaire with the patient, without recalling information about the protocol. Correct errors of
interpretation about the protocol and re-explain obscure points to the patient.

Patient: ....................

Ade: i,

Sex: M [ F [

Profession: ...........cooooiiiil,

1. Have you ever participated in an experimental study:

2. What do you think about the graft? Is it:

2.1, AN EXPEIIMENT ...vvivivivieiet ittt es ettt sttt e bbbt es st sttt et st s ss ettt tasans ]
2.2. A PIOVEN TrEALMENT ....v.visise ettt sttt ettt es ettt se bbb ben s ]
2.3. A NON-PrOVEN rEAIMENT. .. .citiiiiie ittt e b e sbaeenbrean ]
A 0 4 U o < 1 T X OO ]

3. What do you expect from the graft:

K T N VT =R ]
3.2, AN IMPIOVEMENT.....cvvieiiiiscies ettt ]
RS =1 011 17221 (oo SRR ]
3.4, NOhING SPECHAL .......cveveieceiciciei et ]
T I 10 0 < s Lo OSSPSR ]

4. How many surgery procedures are you scheduled for in the protocol (free answer):

5. Where do the cells come from:
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5.1, FrOm NUMAN TEEUSES .....evvevviviieieieecece ittt ettt en sttt tenern s ]
5.2, FIOM CEII CUIUIES ...ttt ettt ettt ]
5.3, From animal TEEUSES ..........cvevivivevereeieieie sttt ss sttt es s en sttt ensae e ]
5.4, FIOM SEEM CEIIS ...vvvivieieceeecete ettt ettt et en st sttt er et ]
5.5, FrOM @NOtNEr SOUICE .....ccviiii ittt ettt ettt e be e s te e sre e sbe e ]
T T (6 (o) 4 U A < T ) A SRRSO TSPTSTRN ]

6. What consequences does the randomization have for you?

6.1. To be excluded from the ProtoCol .........cccceveiiiiiiie i s ]
6.2. To be included in the group that will receive the graft early ..........ccccoeevevvivinnnnnne. ]
6.3. To be included in the group that will receive the graft late ............cccoveeeveiviiiecnnnne. ]
6.4. To determine which group you Will Belong t0..........ccocereviiniiniineeeeee e, ]
LT TR (6 1o 4 U A 1< T ) A SRRSO ]

7. What is the duration of your participation in the study?

7.0 LYBAN oottt ]
A R 1170011 £ RN ]
7.3 32 MIONENS .ttt ettt ettt et ettt et et e et et ettt ettt e e et et et et et et et et ettt et e et et e et nrans ]
T 52 MNONENS ¢ttt ettt ettt et ettt et et e et et e et e e e et et eeeee e e s ene et erene et erene et erereetenenennarans ]
7D T2 NONENS ¢ttt ettt ettt et ettt et et e et et ettt e s et et eraee e e s ene et esene et arene et erereetareneeenrans ]
L O [ 4 U o < 1 T ) OO ]

8. At what moment will you know when the graft will occur for you:

8.1, L2 MOMENS ...ttt ettt e ettt ettt n ettt ettt ]
ST R 1170011 £ ORI ]
8.3, 24 IMNONENS ...ttt ettt ettt ettt ettt sttt ]
ST 2 1170011 £ <R ]
STy 1170011 £ <R ]
o ST (e (o 4 U A < T ) A TSRS ]

9. If you belong to the group that will receive the graft later, what does this represent for you:

0.1, A GISASTET vttt ettt ettt ettt ettt e ettt ettt ettt et ettt ettt et et et et ettt et en et ete et arans ]
0.2, AN ANNOYANCE .....cvviviviietiteeeeeee sttt es s st e e st s st et st s s st et s b et et esss s se st etat st et snsssstetetatasans ]
ORI N 1o] (1T T OO ]
9.4, A 00T thiNG ... c.cvieiveiiereieetet ettt ]
9.5, AN INENSE JOY.....vuvvivieiicreiitetes ettt ]
Lo ST I (o s U A < T )OSR ]

10. If you belong to the group that will receive the graft earlier, what does this represent for you:
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1010 A GISASTET ..ttt ettt ettt et et n e et et et enen et ]
10.2. AN ANNOYANCE «..cvvvevecvevececeeseeeetessee et eeeetes et es st sesse st st tesssae s s s tes s sesesensesensetesensssans ]
0 TR TR 1o} 14T o OO ]
oo o o I {2111 T T TR ]
10.5. AN TNEENSE JOY.viviiiiieitetitsiet e eeesssess sttt ss ettt b ettt ss s e sttt t s s seenas ]
10.6.. T AON E KIOW .ttt ettt et et e et e et et ee e et esese et arare e enane et nsane e enene e nraneenranenens ]

11. What types of drugs are recommended in the study:

T T =TT ]
11.2. ANICOAQUIANES ...ttt ]
11.3. IMMUNOSUPPIESSANES .....oovviviriiiiitieieee ettt ]
11,4, NEUIOIBPLICS. ...ttt ]
11.5. ANLIAEPIESSANES .....vvvovecseiiiseiieteiss ettt ns ]
O ST e 10 1 0 A < s 1o ) AP POPRRR ]

12. Who can decide to interrupt the protocol:

I T o 11 PSPPSR ]
e YO 11111 2T ]
12.3. YOUT FaMIlY OCLOT ....cvviviciiceecctete sttt ]
12.4. THE NEUIOIOGISt......vvveisceiiiete ettt ]
12.5. THE SPONSOT ....eviiiieicseieiise ettt ettt ]
12.8. NODOGY ...ttt bbbttt ]
I A 103§ 10 A 5 1 1 2SR ]

13,0 NI ettt ettt ettt ettt et e et et e e ettt et et e et ee ettt et et et et ete et et ete et et ete e et eae et et ate e ereneneas ]
13.2. Brain NEMOITNAGE ......c.cveviveveicieeececeee ettt sttt ]
13.3. BACEITAI INTECHION. c+.veveeveee ettt ettt ettt ettt et ettt et et et eeeee e et eee e et ate e ereneneas ]
13,4 VITAl INTECHION ..ttt ettt ettt ettt et ettt et eee et ee et et ete et erate e ereneaeas ]
TR T T oT(0 1 {2 TR ]
13,6, INEBTFICACY ..ovivivieiciiece ettt ettt st ee ettt r et ]
13.7. RENAITAIUIE ...ttt ]
13.8. CaArdiaC TAIIUIE ........veveeeeiecececce ettt ettt ettt ee s ]
13.9. Transplant rEJECTION .........oviiveiiirieiit e ]
13.10. TAON t KNOW .oovviieiie ettt ettt e s e e st e e st e e sna e e sre e e snaeesneeesneeennes ]

14. Is it possible that your graft may be cancelled for medical reasons despite your pre-inclusion in the protocol?

15. In your opinion, the grafts:
15.1. Can reconstruct a damaged network in the brain ..o ]
15.2. Can Prevent the QISBASE ..........cccveveieviiiieeieeie et ]
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15.3. HAVE @ AUIADIE EFFECE.....cveeeeeeeeeeeeeeece ettt et e et et et ettt e et ee et enene e erane e nranenens ]
15,4, ATE EFTECTIVE ..ottt ettt ettt ee et e st et et et et e s ate et ns e et enene e erane e nranenens ]
15.5. Have a transient effiCACY ........cccoviviiiiiiiie i ]
15.6. Are N0t AlWayS EFFECHIVE ........cvveeiececiee ettt ]

16. Does your doctor neurologist and investigator know in advance which group you will belong to:
300 =TT ]

17. The surgery will be performed:
17.1. Under general aneStheSIia........ccccviveieiieiiiese s ]
17.2. UNder 10Cal QNESTNESIA ......cocvviiiiieiic e ]

18. What are the constraints for you:

18.1. You will not be able to participate in another study at the same time....................... ]
18.2. Some drugs are coNtraiNdiCated .........cccoveeveeieeiicie e ]
18.3. You will not be allowed to go 0n holiday............ccoviririiniii s ]
18.4. You will have to come to the hospital at dates scheduled by the neurologist........... ]

19. Is randomization a problem for you:

e N =L ]
e 7 (o O ]
19,3, MAYDE ...ttt ettt ettt ee et ]
19,4, PrODADIY......cviviviciiece ettt ettt ]
| TR [0} 4 U < 1 T X RO OPTRRRRN ]

20. What types of exams will you have during the study:

20. 1. BlOOT TESES ..ottt ettt et et et et e ettt ee et et eeete et ereee et eseee et et ene et aeete et eseneeseeeeeeenrens ]
20.2. Neurological ValUALION...........cciiiiiii e ]
20.3. PSyChiatriC eValUALION.........cc.ciiiiiirieiesiee e ]
20.4. PSychometric eVAIUALION..........coiiiiiiieiiee e ]
20.5. VidEO IECOMTINGS ....vuvvveveiriiicieiiete ettt ]
20.6. Abdominal UltrasonOgraphy ..........ccveoiiriniiieere e ]
20.7. Brain imaging (MRI, PET SCAN).........c.cceuiirrueiieeeierceeieseeee s sieseses e ]
20.8. NEUIOPNYSIOIOY .....vuvevevececireeeieicte ettt ]
20.9. T AON T KNOW ..uvviiiiiiiiie ettt ettt e et e e e st e e e e stt e e e e enbae e e snbeeeeeneeeeenees ]

21. Who is allowed to consult the data gathered in the study:
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21,1 TRE SPONSO <...ocvoevtreceteeee et ee et es ettt es ettt s et s sttt s et s et en et e ]
3 0 o YO £ 111 VA oot (o) OO ]
21.3. Your hospital NEUFOIOGIST ......ccueiviiecieieiee s ]
214, YOU ottt ettt bbb b ettt a et et aeenbre e ]
205, YOUT PrOXY..o.vveeeeeieieeisiesisissesststsse et ss s e st st s st st st s s bbbt s es e s s st eta bt ss s sssesetatasasans ]
21,6, NODOUY ..ottt a bbbttt b ettt r bbb benans ]
217 TAOM T KIOW rveveeeeveeeeeee et et ettt et es ettt as et e et as e et aneseeeesene e anene et ererenseneneneaneennane ]

22. Do you think you have received all the necessary information about the protocol:

22,0 YBS ittt ettt ettt ettt et ettt ter e s ]
22,2 NO oo eeeeeeeeee e e e e e et e e e e e eeeneeeeeeene ]
22.3. IMYDB ..ottt ]
22,4, PIODADIY ..ot ]
S T B 16 1 0 A8 < 4 1o A AU ]

23. Inorder to really evaluate the effects of the intracerebral graft in your disease, do you think it is acceptable
to propose a fake graft to some patients during fake surgery:

23, L. Y Sttt ettt ettt et ettt et ettt et et et et et et et e e et arans ]
232 N e oeveeeoee oo e et e e s ]
23.3. IMAYDB ..ottt ]
23.4. PrODADIY ...ttt ]
P TR T U 1) R < 1 1o USSR ]

24. When you first heard about this protocol, were you told something like: « it is not obligatory » or « you can
refuse »:

24, L. Y S ettt ettt ettt ettt ettt et ettt et ettt et ettt et e et nrans ]

> If yes, was this information given:

B 2400 OFalY o ]
B 2402, INWIING.coveiecce e ]
R T = 1o 11 WSO H
B 24.1.4. TdOn t KNOW....ooiiiiiiiiie ettt ]

25. 1 will read to you a list of persons and would like you to say those who counted the most in providing you
with information about the protocol.

Very Quite Not very Not

important | important | important | important NA

25.1. Other patients from the hospital with whom you

spoke [ L] U] O] ]
25.2. Your hospital physician

L 0 0 L 0

25.3. Another doctor in the medical unit

L 0 0 L 0
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25.4. Nurses

25.5. Your family doctor

25.6. Patients’ associations

25.7. Family members or relatives

oo g|jg|d
oo gjg|d
oo gjg|d
oo g|jg|d
oo gjg|d

26. 1 will read three sentences to you, and would like you to tell me if, in your opinion, they are legally TRUE or
FALSE.

In a protocol, from the moment when you are included:

26.1. You have to finish

R 0 (U SO UT ]

B 26,02, FAISE et eeeee ettt ettt ettt ]

B 26.1.3. Tdon t KNOW.....ooiiiiiiiiii ettt ]
26.2. You have the right to withdraw when you want

R 25 A (V=S ]

B 26,22, FAISE ceeeeeeeeeeeeeeeeeeee et ee ettt ettt ]

B 26.2.3. Tdon t KNOW.....ooiiiiiiiiii ettt ]
26.3. It depends, you have to discuss it with the physician

R J5¢ T O (U ST ]

B 26,32, FAISE ettt ettt ettt ettt ]

B 26.3.3. Tdon’ t KNOW....ooiiiiiiiiiii ettt ]

27. 1 will read to you a series of statements that represent reasons for participating in a protocol. | would like you
to tell me those which were the most important for you.

Very Quite Not very Not NA
important | important | important | important

27.1. Because | know other persons who did so u O O 0 O
27.2. To benefit from the best treatment u O O 0 O
27.3. Because it is a way of helping other persons O O O u O
27.4. To benefit from more gentle care 1 0 O n O
27.5. To benefit my children 1 O O n ]
27.6. For the advancement of research, of medicine 0 0 0 0 0
ﬁg;.mBetre](;ause it is the only way to benefit from the 0 0 0 0 0
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27.8. Because it is interestin
J O ] ] O ]
27.9. Because my physician thinks it is a good idea
Py J O n n O n
27.10. Because there is no alternative
] U] U] ] U]

28. If you need to know something or to ask questions about the protocol, do you feel that getting additional
information would be:

B 28,1 ESY vttt ]
B 28.2. NOLVEIY BASY ...vuvuiviisiseieiseieies ettt es st ]
B 283  DIfICUIL .o e e ]

29. 1 would like now to talk about the information you received and to hear from you how it happened and what
you thought about it:

For example, was the information you received, orally or in writing, (place a number in the corresponding

gap) :
o 1 Sufficient (1point)
o 2 Insufficient (0 point)
o 3 Idon’t know (0 point)

Orally In Writing NA

29.1

. About the objectives of the trial

29.2.

About the risks

29.3.

About the insurance

29.4.

About the duration of the trial

29.5.

About the practical details for your organization

29.6.

About what happens if you want to withdraw

29.7.

About the agreement from the ethical committee

29.8.

About medical research law

29.9

. About the respect of anonymity
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