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Pandemic Situation

miwsuaouBtj"ngi@®tlof®m§fl.iiflunii3®uwmfi§Srfuafl"m"`qma"§@flmumtof

uni5 a3uifl                                                                 .

giv6€31ae fl."fty. Ti=sffi 3fiqvissssae

fi"5 iitlmaffi€i"g®u LiMi5y!8i#8aefl©@



0 -  14:45   Community Engagement in Conducting Clin.ical Trial

m6fi#3ttj3uflvtjqsesrfumtfi.i€fumi3q.uniiflasn

ti"utiqu8 iH.uw. if\?8¢#n# find@®fifl@

flfue9tt"iao€i"gouLlvei-"Eji@4y8sjsm@

14.,¢5 -  15:00

15:00 -16:00

"~flguutsvnu@"i5iR¢

Statistical Analysis plan for C€inicat Trials

Gfttjmi3tF!¥i3rfui¢a@@a®"fufsii35ejvm€fiaan

giv$38" ".tl".gri¥tfifl ap8ngarfe Son

flrmsn"iaofrfuflg@tjarm£"i@-£rsifi@@

16:00 - i6:15   fl" -fl®U

i:ufi 2

08:45 - 09:00   ffitltii¥iatjor®ifi~qjSififii¥®"¥tjfi i

09:00 - 09:45   atonsent Process ir! Ctinicat Trials

nigu"m¥ econsent lusei§3q-owi€fiasn

giv6tolu flfl. sgiv8 {%a=a€fi

tJ?i-}'mlQVIA(tl¥g"*["}chn-g!

09:45 -  10:30   The Use of epro / eDiary for Ginical Trials

m51S epfio / eDiary #i"-u fm§SUuv!i¢flasn

%pr"Sfiun8 Lisa Omdrejcek

DF/Net Research, inc. {USA)

10:30 - 10:45   "gngtjLjssvi"®"itiiq

10:45 -  12:cO   D.eeeratratized/ Remote Monitoring Prex:ass in Ctinica` Trials

12:00 -  13:00

13:00 -  14:00

ni3tiium¥flsi¢a@uqrm"€"3SENi¢f!aSnutiwmlna

%--ti"fi"tj$1-lsu?,rfl?
u3tD~v7LL@afigireuiufl'i€tl¥s;mrfuio}chflgfi

"unstjtl¥gvnu8irm¥tfitjS

Sponsor's RespQns.ibi9ities for Tr`ral Conduct

giv$5C13 flne®a8i  ®ses¥ffiteiq¥!€

U§t®}®V}@ipiff¥Eitji¢n@n3®ifu]ea



.00 -  14:45   Safety Beporting Process to Begulatory Authorfty

ftsgLi?um€¥1u€iufi"Ua@®fl-oof@whumun.1fi{UQun

givE§Iri 8 uw. tit83,nl fluvyftyarfequw

tFi€@tiig5@uunauaoiu~uunviofl"jul{Lligimlvig(MedResNet)

14:45 - 15:00   tl®n9tjtl5g"u®irmtii4

15:00 -  16:00   Emer§eney Use Authorization (EUA) of lND during a Public Health Emer§eney

m5@qufijfimrfuDurfualn5dqniarfuflfliLflisedqnrfufi"ai5isruqti

giv5t8i8 u". tl533tl fiueygufro€qwrs

Lei?otiio3@~gnq`3jafliu~uunv!8mam€wh{tjigunrfutl(MedResNet}

1€.30 -  16:15   fliu -m@ti

16:15 ~ i6:3o   tlng3wfiitou5w ua8a@ut¥3fl"tit|uuca5



Training Agenda for
•Best Practices and Standard Procedures in Clinical Study Management.

3 - 5 Ang 20Z2 at Pullman Banckck King Power

OnganizedbyBI0PHfcs£FaoultyafTropica"ed:cine,Mahidoluniversity

Tlme         i                                            Topics                                            i               Instmctors

•.:iv^,I:cr=-H+.`````    ^'L   `            i   `-\,iprr*a  rfu   ~`       .

03 Ang 2022 payl)                                  .`'..>`'   `-I     ,y`.,`.`~     <    ,`
+

9.00-10.30 Clinical Tha]- Basic concepts Assoc, Prof. Saranath
[1 hour 30 -     Phasesofc!inicaltrials Lavypcoisri Nfyom
ming.) -     Quasi-experiment vs. Randomized FaoultyofTtopical

-      Blinding Medicine, Mahidol'University

!18,30-±0,45
Co8ee Break `\

10.4S-1Z.15 ClinjcaJ Trial Designs-I                                     . D r. Lckachet Tana sugarn
(I. hour 30 -      Paralie]Desigr FaenltyofTropical
ryins.)

-      Cross-over         ` Medicine, Mahidol
•     FactorialDesign University

¥2.18 - ±3.i£ £tmsb                   `-. `£ar2€,:fe.€,...i                 ,`. `. `RE ,  `t. `  .      si    a_`es{4x^.```:_£=r      .
i

13®15 -14.45 Randomization  . Asses. Prof. Sa manath
(1 hour 30 -     Stratified randomjzation hawpo¢lsriNiyom&        .
mins.) -     Blockrandomizat!on Team

-     Practice FaoultyofTropica]Medic].ne,Mahido]university

14.45 - 15.00 Coffee Break

15.00 - 16.30 Ratidomization & Blinding Procedures Prof.Dr.Puftnee
(1 hour 30 • Pitisuththum & Team

-
mins.) Faculty ofTropica]

Medicine, MahidolUniversity



Instructors

04 Ang 2022 (Day z}

9.00-10.30
(1 hour 30
mins.)

C)inical Trial Designs-]]
-     Adaptive Design
-     Steppedwedge Design

Assoc,Prof. )ar?n it `
Kaewkengunl
FacultyofTropica]
Medicine, Mahidol
University

10.30 - 10.45 Coffee Break

10.45 -12.15
{1 hour 30
mins.)

Hypothesis develop ment
-     Nor.-inferiority
-     Superiority
-     Switching between nan-inferiority and

superio'r!ty

Assoc.Prof. Saranath
I.awpcotsri Niyom
FacultyofTropical
Medicine, Mahidol
University

1Z,15 ~ 13.15 LutTch

13.15 -14.45
(1 hour 30
mins.)

¥mple size ca]oulation
-     Probability to Observe 1 event a>hase 2 trial)
-     Estimate single mean/proportion
~     Compare mean/proportion
-     CompareGMT

I-     Nan.inferiority/superiority
-     Clusteredtrial
-     Practice

Jtssoc.Prof. Saranath
hawpooisri Niyom.&
Team
FacultyofTropicaJ
Medicine, Mahido]
University

1, ,;;45 -15.0S Coffee Break

15.00 -16.30
(1 hour 30
mins.)

Sample Size Calou]ation (Cont.)
•     Probability to observe 1 event Chase 2 trial)
-     Eedmatesingle mean/propordon
-     Compare mean/propordon
•      CompartrGMT
-     Nob-inferiority/superiority
-     Clusteredtrial
-      Practice

Ass®c.Prof. Saranath
hawpcoisri Nlyom &
Team
Faen]tyofTropied
Medicine, Mahidol
University



'      T]me        i                                      .Top,cs                                           i              Jnstmuctors

05 Aug Z022900-1030 (Day 3)D`.-

(1hour'30ming,jIlogo-lot
escriptlve statisti es-Descriptivestatistics AsstSprof. ThundonNgamprasertchaiFaoultyofTropicalMedicine,MahidolUniversity

-      Basic inferenti.a] §tatisties

10451

I

.     -   2.15(1hour30ming.), ]nferentialstat!sti€s(Selectio»ofappropriatestatisticalmethods) A§st.Prof. ThundonNgamprasertchaiFacu!tyofTropicalMedicine,MahjdolUniversity

-     Compare means a non-panmetric
•     Comparepropordons
-     Comparetimefoevent
-     Repeated measures
-     Clusteredtha]

12.1513.151315~144S Lunch ___ii

{1hour3.0mjn§,)
Statistical AmaJysls Plan-Concept-!nterimanaly§is

%#c#ngfsNaj;Onma¥      .   (Team
I144 •     Components                                                                   Faculty ofTropica!

Medicine, Mahidol
University

•  5-15.00  i15oo Coffee Break

.      -16,30{1hour30 scat)stical Analysts Plan-Practice Assoc.Prof. Saranathhawpoo!sriN3yom&Team

ming.)

. FaouftyafTropica]Medicine,Mahid®lUniversity


