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The information to be mandatorily included in the informet M
consent is described by GCP (§ 4.8.10) )

8. The anticipated prorated payment, if any, to the subject for participating in
the trial.

9. The anticipated expenses, if any, to the subject for participating in the trial.

10. That the subject's participation in the trial is voluntary and that the subject
may refuse to participate or withdraw from the trial, at any time, without
penalty or loss of benefits to which the subject is otherwise entitled.

11. That the monitor(s), the auditor(s), the IRB/IEC, and the regulatory
authority(ies) will be granted direct access to the subject's original medical
records for verification of clinical trial procedures and/or data, without
violating the confidentiality of the subject, to the extent permitted by the
applicable laws and regulations and that, by signing a written informed
consent form, the subject or the subject's legally acceptable
representative is authorizing such access.

12. That records identifying the subject will be kept confidential and, to the
extent permitted by the applicable laws and/or regulations, will not be
made publicly available. If the results of the trial are published, the
subject’s identity will remain confidential.
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Vulnerable subjects: definition

Individuals whose willingness to volunteer in a
clinical trial may be unduly influenced by the
expectation, whether justified or not, of
benefits associated with participation, or of a
retaliatory response from senior members of a
hierarchy in case of refusal to participate.
Examples are members of a group with a
hierarchical structure, such as medical,
pharmacy, dental, and nursing students,
subordinate hospital and laboratory personnel,
employees of the pharmaceutical industry,
members of the armed forces, and persons
kept in detention. Other vulnerable subjects
include patients with incurable diseases,
persons in nursing homes, unemployed or
impoverished persons, patients in emergency
situations, ethnic minority groups, homeless
persons, nomads, refugees, minors, and
those incapable of giving consent.
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The informed consent in emergency or
uncosciouss subjects

It should be asked to the legal
representative of the subject 8§
4.8.15.

If unavailable,the specific
measures described by the
protocol and/or other documents
approved by the Ethics
Committee to protect the subject
§3.1.7,4.8.15

As soon as possible, the subject

must be informed about the study
and his/her consent to go on with
the study must be asked § 4.8.15
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Consent in subject unable to read

An impartial witness is
needed §1.26, 4.8.9

The subject (or his/her legal
representative) after the
explanation of the study must
give the verbal consent in
front of the withess, who will
sign and date the consent
form §4.8.9

The signature of the impartial
witness is the confirmation
that the collection of the
consent has been
impllemented in the correct
way § 4.8.9

14



i Dl
U=
f f

el

h

15



can understand no tha e
/ ant that the r sent
C \.l'
/ ., . uhm '

g




%M@B PROBLEMS WITH | Eﬁ%m

ritten b and scr

I:‘ ‘tl

/////,// //// /[Iuh ik




/// TEE MOST IMPORTAN'!!'THN\&\\\\\\\\\\
ARRVTIC A

sent form is an

/// nation and_nfor
e

o / /’/h/ / ’ II F:’




| THE PROCESS OF INFORMED CONSENT
- ANOTHER INFORMATIONAL ISSUE:
111/, || “"". \

anguage commonly
'orms and consent d

il
i

7:1 OQd d i ‘ ﬂ\
' ‘ 'S ‘

derstooc
i

ed 1IN C

tin
:]:1'

19



 THATTRULYRESPONSIBLE
7y INVES TIGATOR WILLE NN
eS|gn experiments that mini “ 7€ sk;

"'?’r.g,s..u,re that the i
able for the

/) "./‘
vailable |

/ i
////7///////’

/,/ /
i / :,e/ :’r ~ f.

3 0
111111,

20



B I ILILIR LR LR LR LELNRNY

TRULY RESPONSIBLE I

A

/| n “u!z“ .

Al

J

g understanding

il




! I
{17/
made,

/' THAT TRULY RESPONSIBLE |||\l

7 WYESTIGHIRR
Miake sure that the decisio

1s made unde

ATAW
#

TN
SRR

-y

Fal
ry
- e

‘

r

22



==
f/f//r/f } i

&

i'
[

r

i

- THAT TRULY RESPONSIBLE
/?5»;?;1;;. __ INVESTIQATQR WILL
Perhaps most important of aII

0 a 1tinue the consent d
uratlon of stud u

!u

\\\\\\\\\\\\\\\

23



- THAT TRULY RESPONSIBLE
///// !NVE.STIQATQR WILL AL$Q \\\\\\\\\\\\\\\\\

‘

: the resea ch
/ s /,/] ble manner, s
? //'/’ j " | . . C :~=: '\,”

th | ethice
,,;////// /

24



