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lntroductlon to the princlples of ethics in human research and GCP

hu un.rJ:vfu #rXqfuGqun:

. Definltlon of 'research' and 'human research' (or research invotving human

subiect'
. Quatity standard in human research

. Oevelopment ofthe principtes of ethics in human research and Good Clinical

Practice (GCP)

. Overview of ICH-GCP

. Ctinicat triat related taws and regutations

. Disctosure of Ctinicat Trial

09.00 10.30 !.

10.30 10.45 !.
lntroduction to the principtes of ethics in human research and GCP (continued)

Iq! ur.{:vit10.45 - 12.00 u.

Lunch break llalE.lnltiuuilu12.00 13.00 !.
lnvestigator's rote and responsibitities Inu !fl .!:til ri'qrXElBqln:

. Definltion

. Role and responsibitities

13.00 14.30 !.

Essential documents and ardtMng ficr the conduct of clinicat study

Lo un.rhfr 'u i'ryq?n8qun:
. Protocot

. case report form (CRF)

. Source document

. lnvestigato/s Brochure

. subject information sheet and lnformed consent form

. Other essentlal documents

. Filing, maintaining and archiving essentlaldocuments

14.30 - 14.45 11.

. lnvestigationat Product for the conduct of clinical study

lora uri. :vit ri'ruruin6qlvr:
14.45 - 16.00 r./.

16.00 16.30 1.1.

t?a''l n0n::!

08.00 - 08.30 1.r.

08.30 08.45 1.J.

08.45 - 09.00 !. Pre-Test

Coffee break

coffee break

o&A
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ltlJ''tull,ln: drvronr:arninr:trldauu B,ut!nrtrtt.ttrrcAtr

6.t1t! tllulJti'l08.00 08.30 1./.

Data Manaqement Iqs !n.rJ:rit ri'rXqin6Eltl:08.30 - 10.00 1.t.

10.00 - 10.151.J.

Lecture: lnformed consent lno ul. :tit dqrginiqun i
. Defrnition and objedives of informed consent

. lnformed consent fonnlpatient information sheet essential etements of

information and subjects' comprehension

. Conduct of informed consent

- lnvestjgator's responsibitities

- oocumentation

- Definition of impartia( witness and tegally acceptabte representative

. consent renewal

. lnformed con5ent in vutnerdbte subjects

10.15 - 12.001.r.

Lunch break lmlawvtiu1./Li'lI12.00 - 13.001.r.

QuaLity Management, Quality Controt and Quatity Assurance
13.00 - 14.30 1r.

M3A - 14.45'r.
2-

ran.r 6rrr.LEali n't:.iu!lnttnl:!iotJoiutr:il_:rurl^neu:t::tr^rligot:u'
Lfl u nfuvnlirnl:n:uEt:lJ l1lu1l8u lJlll'lllt'1ff uaital!n:uv:14.45 - 16.00 1.r.

na'niJnt^:01llr l0g :r.r'l.frrfla! !&1rr 60_1.l811la lrl?iullMqw_16.00 - 16.30 !.

t'tn'l nnnlfl

coffee break

Coffee break




