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Clinical Data Management:

Diugs for Neglected Diseases Initiative (DNDi)
Flucytosine 3000 mg Sustained-release Pellets

Case Report Form
Version 1.0

Dmgs for Neglected Diseases Initiative (DND1)
Flucytosine 3000 mg Sustained-release Pellets

SCREENING

Version 1.0

DEMOGRAPHY - INFORMED CONSENT

[ Not performed

Data handling

DNDi-SFC-01-CM

Case Report Form

Date of Visit / /

Day Month Year

CRF Design and annotation

INFORMED CONSENT

Has the participant given informed consent prior to any study procedures being perfor]

Le produit a 'essai

Numéro de centre ‘:I:I:E

Protocole XXXXXXXX TRIALNO $10.
Olves Do 40 conoriocuseinsesy PROJCODE $4. PROTNO $35. Initiales patient
- - - - e of written informed consent: INIT $3.

A COMPARATIVE, SINGLE CENTER, OPEN-LABEL, pete ofwitten informed consent. — e — SID $45. PID $80. PATIENT N°
LABORATORY-BLIND, RANDOMIZED, FOUR PERIOD I SUBJID $6.
CROSSOVER STUDY TO DETERMINE THE RELATIVE _ Numéro de screening | S | [ [ lef | |

BIOAVAILABILITY OF AN IMMEDIATE RELEASE TABLET e T Conzent) Visite de sélection : { Nocentre }  {Nscreening }
FORMULATION CONTAINING 500 MG FLUCYTOSINE AND i Do Vs Date de la vislte NSNS clEIEERNESIN
THREE SUSTAINED-RELEASE PELLET FORMULATIONS O reme VISNOWSH VISOiDS30| (.-wm-ssncooatesiol | | | | | | [2]o]o] |
OF FL L'CYTDSINW-“ TTATAT TC £ Female, child bearing potential: O ves Priére de noter tous les détails, signer et dater toutes les corrections, cocher d'une croix quand applicable Page 2
. - Médicament Numéro de centre | | | | O no
UND Protocole 34BB1085 ‘ |
Initiales patient | [ | ]
CRITERES D'INCLUSION
FARMOVS STUDY NUMBH PATIENTNT T ] Qui | N
SPONSOR STUDY NUMEE —
TEST PRODUCTS: “Numéro de screening [s] | (9] [ 1 ‘ 1. ‘ Patient 4gé de 18 ans ou plus IC1 yesno. O O
Visite de sélection : | N°centre }  {N°screening
Vs Date de la visite
(-MM-AAAA
X ) L | | [2]0]0] DATE DE NAISSANCE SEXE TAILLE POIDS
Prigre de noter tous les détails, signer ef datsr toutes les corrections, cocher d'une croix quand applicable Page 1 DOB date9. SEX sex. HT 8. WT 8.
| ) I ] |8 e Masculin | |__|__|__|HTRAW $80. |_|__|__|wTrRAW $80.
3 CRITERES D'INCLUSION - . (JI-MM-AAAA) [ (2 Féminin | @ cmHTUNIuiength. | [ (2 kg WTUNI uwt.
) P DOBF $10.
T [Pafient 2g& de T8 ans ou plus O O
4 [Consenternent clairé ecrt oblenu O O CONTRACEPTION
7 §iune seule réponse est "non”, veuillez compiéter la page de fin d'éiude "Résumeé patient™
SATE DENATSSANCE SEXE TAILLE SOIDS 0 S'il s'agit d'une femme, est-elle apte a procréer ? CHLDSTAT chidsta.
O oui [z Nen = Si Non, pourquoi 1) Ménopausée depuis = 2 ans
| [ e Masculin | |__]_]_| I | CHILDPOT yesnounk. (donner 1 seule raison) (2 Stérilisée chirurgicalement
(J-MM-AAAR) O i Féminin  |B @cm O kg [ Autre, spécifier :CHLDOTH $80.._______
CONTRACEPTION

O 1) Oui

5'il s’agit d'une femme, est-elle apte a procréer ?
[ 2 Non = §i Non, pourquoi

O Ménopausée depuis = 2 ans
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Clinical Data Management: Database desigh & Data Entry

ﬁ Capture System Entry - TDR - HAT PDE 06-02 - pentamidine —|O il
File Creation Print Options Todls 7
zle|B| olel B @S @l 2 8l
R iea[m LALISANME
Patient's Initials. m Patient's Enrolment Number: £ 001 Inv.:
. . . . . . . . . . . . . . . . 1 e =
- 3 Cumulative Safety & Tolerability Assessments
e | |
Patient's Initials: Patient's Enrolment Number: E- [F12 Gioups in the page g;?::;s Eﬁfﬁ’;ﬁ%&?ﬁ;’;ﬁb 2= sarious, life-threatening, 3= requires in-patient or pralanged hospitalization, 4 = results in a congenital or birth defect
g General Rdationship io treatment: 1 = not ralated, 2 =unlikely, 3 = possibly related, 4 = probably related, 5= definitely ralated
i Gel Acton taken: 1= none, 2= treatment stopped, - other
Fieldtype— Adverse events it;n:vah i:;p:;te Se\;e;lty ‘ Relation ‘ Seriousness AmkI:n S eaids B
- == . 'mi m - to treatment taken
Cumulative Safety & Tolerability Assessments ’76‘ [ ata field " " 15 13 = 8
HEADACHES [ [ [l B [l - Page
. . . . . _ . Camponent:
Qutcome (Seriousness): 1 = results in death, 2 = senious, life-threatening, 3 = requires in-patient or pralonged he [FEver 10
Severity: 1 =mild, 2=moderate, 3=severs _ _ Figld murnber: FEVER [oemece [oemece B F r F ﬁ| Hosmitalieatl od :I
ﬁiﬁaﬂmﬁ;ﬁﬁ f’ﬁnr:egt_ ,fr:va Tn:aﬁas:;d 2 ﬁikggg = possibly refated, 4 = probably related, 5= definitely re . [~Er50 o | S P M m :l ospitalisation perio :l
T teT : :I Treatment / observation period :I
Adverse events Start date Stop date Severity ERISC name: | | fHUsclE FAN (7 e [1o7ars fr e I - - -
da'mmyyy da/'mmvyy 1-3 Latel:
Default value: [ASTHENIA [Gemems | Il I - I
|B3D | |B31 | |B32 Field group; || | FAROREXA [o7mame [T1708708 i i [ [
Gecurrence: || |[AGTATION [06/m9/08 -- Select to Jurme -- i
— W
|B40 | |B41 x| Hide from print: "I"Eﬂﬂf---liﬂ.lﬁ:l
Predefined | L ~ Formmats - 3 A
i | B oy | | | § Title: ¥erification Form
o] ez = ) ) — ) .
i Maximum length: [ | [nacruchions: Fiease enter information abolk Informed Cansent form, This informakion s required 0%,
[ED | (] C | |:|:| |:|:E| #C |
Imterval: —
Buthorizzd valsesi 5 EEYS O tarccer compiet= ([IEENEED BCETEED @
70 | E7i YESNO -
Conditiom: J —
a0 | e Iill | et B I =Ffirrn Hrak a sigred IVES i + B
Data entry Blocked: [T — . .
1 P — = informed consent Form
edical data coding: - -
R | B _lg _lsa _lggg _l"g 4 | exists on filz Far Ehis
Camrment: [ |
D | DD| DDd xDl B bt
B 4= Verification AFirmakinn 4 Y

[z Cancel
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Clinical Data Management: Data Quality
Visit Name - |Form Name Variable Code - |Variable Label - | Test Option - |Condition - |Test Description Question for investigator -
Screening Demography - Informed consent DMPERF Completion status Demography Do Data is missing. Please enter data.
screening Demography - Informed consent RFSTDTC Date of visit Do if Completion status=yes Data is missing. Please enter data.
Date of visit Date of visit < Date of Informed Date of visit is before Date of written informed consent.
screening Demography - Informed consent clecl if hoth dates srafillad  lcancon = Dlasca chacl
Screening Demography - Informed consent ”".IFEIH.MED CDNSE"” it be in the future, please check.
I . " - - - between -21 days before Date of first
Screening Demography - Informed consent [ MMWT Flnlzlrtlzl EITllll Et"-ld'!l" prIJIZEElLIFES h'ElnE pErﬁ:ct or clarify.
Screening Demography - Informed consent DSICF Quer‘_‘l'r tD thE' |ﬂ1'l'rESt|gatDr- A . ease enter data.
Screening Demography - Informed consent RFICDA NOT include in study ease enter data.
formed consent cannot be before
Screening Demography - Infarmed consent REEDrdEd age |::|r'| FEEFS} |5 greater than .III-EEP.IIIEUEE m
formed consent cannot be in the
Screening Demography - Informed consent 55_ th|5 patlent |S. ﬂI:IIt E'“glt:lll E'_ Plea S.E' ick.
C h = |{_ lonsent is not between -21 days before
screening Demography - Informed consent / Please correct or clarify.
Screening Demography - Informed consent AGE ase enter data.
/ [r— Bars) is less than 18 or greater than 55.
screening Demography - Informed consent .'ELEE ['fEEF 5? lat tImE ﬂf |nf{:'rmEd Cﬂnsent]
Screening Demography - Informed consent SEX , ) ease enter data.
Screening Demography - Informed consent RPTES] & Allawable r“% 1B ko 55 years both incusive ease enter data.
Screening Demography - Informed consent RACE ease enter data.
Screening Demaography - Informed consent DMPER Gender: @ M El g ! ease enter data.
Screening Demography - Informed consent VSDAT ease enter data.
I:::I F 21T El = urement is before Date of written
Screening Demography - Informed consent Please check.
If Female, child bearing potential: l:::l Y'&5 Eurement cannot be in the future,
Screening Demography - Informed consent
screening Demography - Informed consent WSORR L I I - r I ﬁ Bl e Jease enter data.
I I I




Clinical Statistics: Statistical Methodology
and Statistical Analysis
* Different possible designs Plan (SAP)

— Clinical trials: Non-inferiority, cluster randomized, basket,
umbrella, adaptive, platform

) i . ] More detailed statistical
— Epidemiological and translational analysis plan

e Statistical Methodology

— Endpoints
— Design Statistical Analysis and
— Statistical methods reporting
* Analyses populations
— Per protocol Data Analysis

— |Intent to treat
— Modified Intent to treat MV, CCMS 2023 .
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