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Time Topic Speaker
08:30 - 08:45 Register
08:45 - 09:00 | opening A UW. 1.8.91A30 AREINT
1. N8y A153550 Fuen
09:00 - 10:30 A e me oo 4 a 2. ngy.fwsiiana voalangs
NOUANELALINUNTITENNAFTENVDAATDILDUNNE v e
3. ngy.AUEUY Yunad
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10:30 - 10:45 Break
10:45 - 12:00 1. N8y 953550 9iuen
4 ey o 4 . 2. ngy Runfiang goalangs
nouIneigINUNTIIENeARTinvaLAIasliounnd (sa) v aed ¥
3. ngy.AUENY Juvnas
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12:00 - 13:00 Lunch
Principles of ISO 14155:2020 Al na vy s
. . rinciples o : a a
13:00 - 14:00 P AELINVEMERSlSINeUaTNSUR
Ethical considerations and EC responsibilities 3. A3, UN.N3E Svnaiifnd
14:00 - 15:00 Including: AMZUNVEANANTUNINEIRBVDULAL
Annex G EC responsibilities
15:00 - 15:15 Break
) ) Clinical investigation planning and conduct . WY VIYTUN TR .
15:15 - 16:15 Including: AMZULNVEANAASLIINYIUIATINNDUR
® Annex A Clinical investigation plan (CIP)
e Annex C Case report forms (CRFs)
Annex D Clinical investigation report
16:15 -16:30 Q&A
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Time Topic Speaker
08:30 - 09:00 | Register
09:00 - 10:00 | Stages of clinical investigation of medical devices 3. AT, UN.ATE %izqaﬂﬂ‘v}%
Including: AMSULNVEANAASUNINGEBVOULA
« Annex | Clinical development stages
10:00 - 11:00 5ponsor Responsibiuties A. WigﬁJﬁinny‘uﬂ QJJLLG]
Includineg: AMZLNNBAEASLTINEIUIATINNTUR
® Annex B Investigator's brochure (1B)
® Annex E Essential clinical investigation documents
Annex J Clinical investigation audits
11:00 - 11:15 | Break
11:15 - 12:15 | Investigator Responsibilities 3. A3, UN.ATE %‘izqaﬂﬂ'ﬂé
AMZUNVEANAN TN INERBVDULA
12:15 - 13:00 | Lunch
13:00 - 14:00 | Risk management in clinical investigation of medical devices Al WeY. VI TUN BULA
Including: AMZULNVEANAAILIINYTUIATINITUR
Annex H Application of I1SO 14971 to clinical investigations
14:00 - 15:00 Safety monitoring and reporting A, A7, UN.AE ?33Q6Wﬂ%ﬁ |
. AZLINNYFNENTUININYINUVDULNU
Includineg:
Annex F Adverse event categorization
15:00 - 15:15 | Break
15:15 - 15:45 | sy
15:45 -16:00 | Q & A Ingnsnnvinu
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