RakFond-ASCO Clinical Trial Workshop for Young Investigators

PRELIMINARY AGENDA

IKOJIA KIMHUYECKHUX UCCJEJOBAHUM JIJIs1
MOJIOABIX OHKOJOI'OB PAK®OHJIA N ASCO

INPEABAPUTEJIBHAS ITPOT'PAMMA

Day 1 (Feb 2, 2022)
Tens 1 (02.02.2022)

08:00
Welcome / TIpuBeTCTBEHHOE CIIOBO

08:30
Pre-test / [Ipe-tect

09:00
Design and specifics of Phase 1 clinical trials in oncology / Tu3aiia u ocobeHHOCTH
KJIIMHUYECKHUX Uccien0oBaHuil | ¢pa3bl B OHKOJIOTUHU

09:30
Design and interpretation of Phase 2 and Phase 3 clinical trials in oncology / Jluzaiia u ananu3
kinuHudeckux uccnenosanuii Il u Il ¢pa3 B onkonorun

10:00
Rationale for choosing appropriate endpoints in clinical trials / Bei6op u o60ocHoBaHMe
KOHCYHBIX TOYCK KIIMHUYCCKOI'O UCCIICA0OBAHUA

10:30
Patient oriented outcomes in clinical trials, quality of life / PesynbsTars! uccienosanus,
OPHUCHTHPOBAHHBIC HAa MAIUCHTA, KAYE€CTBO KU3HU

10:50
Biomarker driven trials / MccnenoBanusi, o0CHOBaHHBIE Ha OHMOMapKepax

11:10
Diagnostic trials / Jluarnoctudyeckue UCCaeI0BaHUS

11:30-12:00
Break / Ilepepsis

12:00-14:00
Workshop on statistics / [TpakTuueckuii ceMHHAP: OCHOBBI CTATUCTHKH



14:00-15:00
Lunch / O6Gen

15:00-18:00
Small groups — presentation of protocols / Pabota B rpymnmax — npe3eHTarus poTOKOJIOB

Group 1
Therapeutics / JlekapcTBeHHBIE TIpEapaThl

Group 2
Biomarkers / Buomapkepsr

Group 3
Surgery / RT /| Xupyprus / nydeBasi Tepamusi

18:00-19:00
Protocol development with mentors / PazpaboTka mpoTOKOJIOB ¢ MEHTOpaMHK

19:00-20:00
Dinner / Yxun

20:00 (optional)
Informal meeting: best practices in applying for funding / HepopmansHast BcTpeua: mydinie
IMPAaKTUKHU B I1OJAY€C 3asIBKHU HA I'PAHT

Day 2 (Feb 3, 2022)
Tens 2 (03.02.2022)

09:00
Response evaluation criteria (RECIST, etc.) / Kpurepuu onenku orBera Ha Tepanuio (RECIST u

mnp.)

09:20
Criteria for the assessment of adverse events (CTCAE) / Kputepuu OI[eHKH CTEIICHU TSXKECTH
HEe)KeJIaTeNbHBIX sBJIeHUH B KimHudeckux uccienaoBanusx (CTCAE)

09:40
Art of randomization / MickyccTBO paHaoMHU3aIium

10:00
Statistics software / [IporpaMmMHOe oOecriedeHue Uit CTAaTHCTHYECKUX PacyeToB

10:30-11:00
Break / IlepepsbiB

11:00



Pharmacokinetics / ®apmakokuHeTnka

11:20
Pharmacodynamics / ®apmakoarHaMuKa

11:40

Prognostic and predictive biomarkers: assessment in clinical trials; biomarker-driven drug
development / TIporaoctudeckue v MpeIuKTUBHBIC OMOMAaPKEPhI: OIICHKA B HCCIICAOBAHUSIX;
IJITAHUPOBAHUE UCCIIEIOBAHUM, OCHOBAaHHBIX Ha OMOMapKepax

12:00
Liquid biopsy and circulating tumor cells in clinical trials / Y)Kuaxocthas ouorncus u
OUPKYJIUPYIOINIUE OIIYXOJICBBIC KJIICTKU B UCCIICIOBAHUSIX

12:30
Clinical trials beyond therapeutics / Knunndeckue ucciae1oBaHus 3a paMKaMU JICKApCTBEHHOM
Tepanun

13:00-14:00
Lunch / O6en

14:00-16:30
Protocol development with mentors / PazpaboTka mpoTOKOJIOB ¢ MEHTOpaMH

16:30-17:00
Break / ITepepsis

17:00-19:00
Practical seminar: How | conduct a clinical trial / [Tpaktiueckuii ceMUHAp: KaK s IPOBOKY
KJIMHHYECKOE HCCIIeIOBAHHE

1. Clinical trial design (30 min) / ITonroToBka u Au3aiiH KIMHAYECKOTO HccienoBanus (30

MUH)

2. Data collection (30 min) / Coop nanubix (30 muH)

3. Clinical trial report (30 min)/ IToaroroBka ot4ueta (30 MuH)

4. Publication of results (30 min) / [yonukanus pe3ynbpratoB (30 MuH)

19:00-20:00
Dinner / Y:xxun

20:00 (optional)
Informal meeting: best practices in submitting publications / HedopmansHast Betpeua: mydrine
MIPaKTUKH B ITO1a4e HyGHHKauHﬁ



Day 3 (Feb 4, 2022)
Tens 3 (04.02.2022)

08:00
Regulatory requirements to organize and conduct a clinical trial / PerynsropHbie acriekThI
IIOATOTOBKHU U ITPOBEACHUA KIIMHUYCCKUX I/ICCJ'IC,I[OB&HI/I?I

08:30
Communication with industry and CRO / BzaumoeiicTBue ¢ HHAYCTPHAIBHBIMU KOMITAHUSIMU
KOHTPAKTHBIMH HCCIIEI0BATEILCKUMH OPTaHU3aIUsIMH

09:00
Ethical aspects of conducting clinical trials / DTuyeckue acieKTbl MPOBEACHHS KITMHHYSCKUX
HCCIIeJOBaHUH

09:30
How to organize a multi-center study: practical aspects / [IpakTuyeckue aclieKTbl OpraHH3aIuu
MHOI'OLICHTPOBOI'O UCCIICAOBAHUA

10:00
Special study populations / OcoObie mOMyIAIUY MAIUCHTOB B KIIMHUYECKUX UCCIICAOBAHUIX

10:30
Observational studies and expanded access programs / HabmogarensHbie HCCIASTOBAHUS 1
HCCIICO0OBaHMA PACHIMPECHHOTO JOCTYIIA

11:00-11:30
Break / ITepepsis

11:30
Data management and quality of clinical trial data / YrpaBnenue kauecTBOM JaHHBIX
KIIMHUYCCKOI'O UCCIICAOBAaHUA

12:00
Significance of study results and reporting / 3HaunMOCTh PE3yJILTATOB UCCICIOBAHUS U (POPMBI
HPEIOCTABIICHHS PE3yJIbTATOB

12:30
Critical reading of articles and interpretation of study results / Urenue crareii ¢ pe3ynbraTamu
KIIMHNYCCKUX I/ICCJ‘ICI[OB&HI/IﬁI I(pI/ITI/I‘-ICCKI/Iﬁ Ioaxon

13:00-14:00
Lunch / O6en

14:00
Post-test / TToct-Tect



14:30-16:30
Presentation of final protocol synopsis and selection of the best project, grant awarded by
RUSSCO / Ilpe3enTanust pUHAIBHBIX CHHOIICUCOB IPOTOKOJIOB, BBIOOD JIYUILIETO MTPOCKTA,

rpaat RUSSCO

16:30
Closing remarks / TTogseacHue HToros

17:00
Adjourn / Otbe3n



