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INFORMED consent PROCESS
pOoCUMENTATION

After consent has been obtained for research
participation, the following should be documented -

Protocol reference
e.g.protocoltitle, protocol no., ECOSref. no. ’_> The study team member
Date of consent who obtained consent

Description of the consent process
o Whotook consent _
Inthe subject’s medical

o Language used for consent process d records. If nomedical

« Presence of impartial witness, prescribed recordsavailable, create

witness, translator, legal representative (LR) to  YOUTOWN study template/

o documentthis?  checklisttodocument this
verification for consent

o Ifadequatetimewasgiventoconsider
participation d Record on the day consent
to

o Any other significant information was obtained
If asigned copy of ICFwas givento thesubject/L

R document?
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i Impartial :
Subject/ Informed ConsentForm | Translator . Prescribed
SubjectLR ST L CERCITED (ICF) Language Required? Wltn]ess7 Witness
Required? Required?
Literatein Literate in English English E NO E NO
English
Literatein local language Local language XINnOo | [X]NO &) Yes
: : Literatein English, to
L'tﬁ;?;f M| communicateinlocal language Local language Eyes Eno
language Literatein English + local English ICF + Short Consent
(i.e. Chinese, language Formin local language EIno | [ ves
Malay, Tamil)
Literate in English, to | EnglishICF +Short Consent E YES E YES E: YES

communicatein local language

Formin local language

Illiterate or
unableto
read
due tovisual
impairment

Impartial
1 also be
Literatein English, to : _tcgr'msﬂqtor if
L English E YES | literate in local
communicatein local language language
Literate in English + local English& local language

language

Choose the language that
impartial witness is literate in

) Yes

Impartial witness
can also actas a
prescribed witness

Reference: NHG Health Proper Conduct of Research (PCR) SOP 501- C01 Informed Consent Form & Process
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