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CASE REPORT FORM
Trial Title

Short Title/Acronym

Chief Investigator:

Sponsor Number: XX/XOXXX

EudraCT Number: XOOXX-XOOOOO-XX X
Name of site:

CRF Version Number: X, XXNXXXIXXXX

T ———— - —
=

Patient Initials Subject No.

Screening No. Centre No.

-_—

SHORT STUDY TITLE, Siudy CRF Version X Date JOUXJOUXRXX




< Short Title/Acronym> o ﬁponsor x| x17TxIxTxTx
*No.
Subject/Ser; Patient Site
eening No. Initials Name
Date of Assessment: __ _ 7 __ 1 .
(D0 1 MMM /YYYY) .
Informed Consent:
Date
participant/relative —_d___ _#__ _ _ | Date of first trial-related ! !

signed written
consent form:

(DD 4 NMM JYYYY) procedure:

D Y S R —

DD} MMM £ YYYY)

Name of person taking informed consent:

Demographic Data: o
. o 5 oK |
Date of Berth: 0 0 — ———"————
(DD 1 MEAM / YYYY)
Ethinicity:
White | White British [ | | white inish 1 i White Other [ 1
. White & Black White & Black i : : i | Other mixed
Asian or Asian . : - . . Cther Asian
British In_dia_m L__] Bangladeshi 1 3 | Pakistani D packground E:I
gﬁg:h“‘ Biack  { caribbean [ | African L |Blackomer [] _
k) L]
Chinese or i B T U e oy i
other ethnicity Chinese L | Oiher | i {please specify) |

Sex:

] male

[ ] Female

Completed by: _~

Name Signature

* Record the comment on the protacol deviation/viclation Jog.

SHCRT STUDY TITLE, Study CRF Versian X Dalte XXAOCUOO

Dale
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"< Short Title/Acronym> o g Beonstel JIxXIx{x!lx
Sui)jecthcr Pate I Site
eening No| - . hiﬁa:: Name
Date of Assessment: __J__ ;. i
©0 / MM S YY) g
Has the patient had any relevant medical history? [ONo [0 Yes, Complete below
O tick If
Condition / illness Jsurgical procedure P e By || ko8
. Visit?
] ! ¢ C
! I o O
/ ! i O — L
i 1 1 I
I / 1 U
I / g U
i 1 I O
1 " 0
-
! i i —
| | i
i i I L. 3 =
I ! i O
r i I ¥ [ D
Compieted_by: —
Name Signalure Dale

* Record the comment on the protocol devialion/violation log:

SHORT STUDY TITLF, Study CRF Version X Date X000

S




< Short Title/Acronym> Sponsor [y 1x ﬂ x I xTxlx
Subject/Sc : . ’
e:niﬁg Nu.1 ::.;:: - Siee Name

Date of Assessment: _ ¢

(OD f MMM JYYYT) =

Was Physicai Examination performed? [INo L] Yes, Complete below

*If noted ABNORMAL, please provide
brief description and comment if
clinically significant or nat (CS/NCS)

Not

System “Abnormal | Normal done

General Appearance

)

Skin

Eyes, Ears, Nose & Throat

Head, Neck & Thyroid

Cardiovascular

Respiratory

Abdomen

Extremities

Genitalia -

0|00/ 0(O0|0|0,Q, 010

Anorectal

1 -

I Lymph Nodes

(3

Muscular-Skeletal

Neurological

Qa0 pDo|0!0j0t0go|o|(o
O|0D|O0 Q0| D|o0|jo,0|0|0|0| O

O14a| o

Others (please specify)

Completed Gy:” ™
Name Signature
* Record the ccmment on the prolocol deviationfviolation log.

g

.!

|

SHORT STUDY TITLE. Study CRF Version X Date X000

TR

|

G e STy @ S

h fy s e S ol




< Short Tiﬂe!Acronym‘b ] \; Sponsor 'x Xi/IXiX|X|[X

" 'No.
SﬁbﬁecHScr u Site
eaning No. m Name
- - VISIT1
Comment":
- __“__J'_-_ ¥
Date of Vital Signs: el TP R —

Time of Vital Signs:
HH:Mm

Blood Pressure supine/standing/seating : ! mmHg

Pulse: — __ beals/min

Weight: Heigh: __ . = m

SR

Orall Tympanic Temperature: : “C

Was an ECG performed?

g
Comment*
e e _—
Date & Time of ECG:
{OD 1 WML I VYYY) HH:AM

[] Within normal limits

[] Abnormal, NOT clinically significant
The ECG ia: - .

[0 Abnormal, clinically significant, please specify:
Completed by, -

MName Signature: -Date

* Record the comment on the protocol devialionviolation log.
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< Short Title/Acronym> ySponmse
. ) "N,
Subjectisc Patient Site
eening No Initials

o VISIT 1 (SCR

‘Clinical Haematology Laboratory tests -

L] No (comment below) [ Yes, Complete below

Was laboratory sample taken at different hospital
1o <insert investigator's site lab name>7

performed? <
’ Comment;
—_—
Date of Sample:
(DD I MMM /YYYY)
Time of Sample
i HH-MRY
ONo  [1Yes, Complete below

Laboratory name / Location;

" Record the comment on the protocol deviationiviolation log.

SHORT STUDY TITLE, Study CRF Version X Date XXIOUUXAXX

HAEMATOLOGY Value Unit (sile to If parameter indicated as out of
pre-complete normal range on report, please
Laboratory Parameter prior te the check if clinically significant:
finalization of
the template)
WEC [Jno [JYes
RBC ONe  [JYes
i Hb (I No [1Yes
| HCT TNo  [Tes
MCy M No [ Yes
MCH [ No []Yes
PLT [0 No [ Yes
NEUTROPHILS CONe [] Yes
LYMPHOCYTES [(INo [1Yes
Completed by:
Name Signature

Date
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< Short Title/Acronym> - e [x [ I XXX
SubjectSc] Patient Site
eening No. In?ti:;; Name
MONOCYTES | [ Ne ] Yes
EDSINOPHILS LINoe [OYes
BASOPHiLs_ ) L__:! No [ Yes
RETICULOCYTES O ;lo 7 Yes

VISIT 1 (SCREENING) BIOCHEMISTRY

Clinical Biochemistry Laboratory tests [ No tcomment below) (] Yes, Comete below
performed?
Comment:
NN, SURP. | S, =
Date of Sample:

(DD / MMM / YYYY)

Time of Sample T

I No ] Yes, Compiete below
Were laboratory samples taken at different

hospital other than <insert investigator's site lab Laboratory name / Location:
name>? :
| : !
BIOCHEMISTRY Value Unit (site to i parametetr indicated as out of
pre-complete normal range on report, plecase
Laboratory Parameter priortothe , check if clinically significant:
finaikzation of
the template)
SODIUM O No T} Yes
POTASSIUM " ' O ne [ Yes
CHLORIDE I No ] Yes
BICARBONATE : CINe  [IYes
Completed by:
Name Sqgnature Date

* Record the comment on the protocol deviation/violation ‘0.

SHORT STUDY FITLE, Study CRF Version X Date YOUOOu000e




< Short Title/Acronym>- i:‘m" XIxi/ixix|x!x
i:’f.’ﬁ;”ﬁi’ ey S | Name

UREA ~ ONe [OYes
CRE;;I-‘?IIEENE (I No [1Yes
TOTAL PROTEIN CONoe [ Yes
TOTAL BILIRUBIN [ONo [ Yes
ALBUMIN [INe [JYes
ALK PHOS CiNe [ Yes
ALT [ONe  [JVYes
AST [InNo ] Yes
caLcium EINo  []Yes

Clinical <insert assessment> Laboratory tests
performed?

[] No {comment below} [] Yes, Complete below

Comment *:

Date of Sample;

(DD I MMM [YYYY)

Time of Sample

HHMM

Was laboratory sample taken at different hospital
to <insert investigator's site lab name>?

ONo  [J Yes, Complets below

Laboratory name / Location:

Completed by

Name : Signature
* Recerd the comment on the protocol deviation/violation log.
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SHORT STUDY TITLE. Study CRF Vrsion X Date XOUX0XXXIX

Date
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< Short Title/Acronym> . Sponsos

X{X1/|IX{X]|X|X

No.
Subject/Ser ' Patient Site
eening Nol _ Initials Name
<INSERT ASSESSMENT> |t  Value Unit {siteto | If parameter indicated as out of
pre-complete normal range on report, please
Laboratory Parameter : prior to the check if clinically significant:

finalization of .

the template)
ONe [Yes
CINe [ Yes
[ONo  []Yes
[(ONo [TYes
[(ONe [ Yes
(LT 1 Yes
MNe  []Yes
I No [ Yes
i_InNo [ Yes
[ONo [ Yes
[ONo [ Yes
Ono [J Yes
[IJNe [Yes

Completed by
Name Signature Date
* Record the comment on the protocot deviation/violation log. —_—
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Date of Assessment: _ ¢ v
(DD / MMM 7YYYY) N
Is the participant taken any concomitant medications at
screening or <insert time frame as specified in protocal> LI No [J Yes, Complete below
Reagon for usa ﬂ_rl}ick
Madication {Medical History Eose E Roule L
{Record Generid di 8 o7 other and reque Start Date Stop Date angoin
lrade nasvre) o “?xo’:.,"é.g, o (DDASMMY VYY) {DDURIMAMIYYY) gat
Frophylaxis) Esr‘j;r;
1 O
f f I !
2 O
! ! I /
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5 O
I ) I
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Completed by:
Name Signature Date
* Record the comment on the protocot deviationiviolation log.
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< Short Title/Acronym> \ seemser [ T Ty o [ T [ x

Subject/Set Patient Site
eening No.| Initials Name

SMOKING / ALCOHOL STATUS

— — —— —

(DD 1 MMBE FYYYY)

-

Hés the participant ever smoked? [ ]No [ Yes, Complete below

Participant’s average daily use:
- Nurmber of cigarettes -
~ Number of cigars :

- Number of pipes :

[3 Current Smcker

Smokedfor__ . monthslyears

Smokedfor___ __ monthslyears

[0 Former smoker When smoking, participant’s average daily use:
- Number of cigarettes :
- Number of cigars -
- Number of pipes : _

Participant's alcohol consumption

Participant's average consumption per <insert time frame stated in protocol>:
- Number of units of wine : ___
- Number of units of beer : - - !

| = Number of units of spirts . ___
(see protocol for definition of unis)

Completed by:_
Name Signature Dale
* Record the comment on the protocol deviation/victation log.
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< Short Title/Acronym> Lseonser e I 7 T [x [x [x €
' No, :
| €
Subjectien Patient - Site g
ecning Na. Initials Name é
; o VISIT 1. (SCREENING) ¢
' Date of Assessment: ____/_ _ 1 _
‘ {OD J MMM /YYYY) _— =
g The following criteria MUST be answered YES for participant to be - Yes
2 included in the triai {(except where NA is appropriate):
1 0
2 = g
73 3 O €
3 a 0 &
5 | w
6. O e
¢
- |s O
8. N
19. O e G
If any of the above criteria is answered NO, the participant is NOT eligible for the trial aﬁd must not =
s be included in the study. Please list reason(s) for ineligibility for screen failure on Participant =
% Eligibility Review page.
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Completed by: ~

Name Signature Dalz
" Record the comment on the protocot deviation/violation log.
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< Short Title/Acronym>

Subject/Scr

aening No.

Patient
Initials

Date of Assessmenkt

. . Sponsor
b
* Ne.

Site

e s | S S A —— ——

(D MMM 2 YYYY)

.

XiX

Name

.- VISIT 1 (SCREENING) EXCLUSION CRITERIA -

the trial:

The following criteria MUST be answered NO for the participant to be inchrded in

4
Q.

|
1
t

-

9.

O
.
=
ad
O

0000|0000 0

il

10,

O

B

Eligibility Review page.

If any of the above criteria is answered YES, the participant is NOT eligibie for the trial and must not
be included in the study. Please list reason(s) for ineligibility for screen failure on Participant

Completed byi.

Signature

* Record the comment on the protocol deviation/violation log.
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< Short Title/Acronym> s f:'"w X|{x ; XiX|X|Xx
Subject/Scr i : i
ean:; No. ::::: Sie Name

VISIT 1 (SCREENING) PARTICIPANT ELIGIBILITY REVIEW - .

SR S AR R

.-:c T

P End of Screening Visit Checklist: -

g‘”g?: ) | Yes | MNa
E: %3 1. | Does the participant satisfy the inclusion and exclusion criteria to date? 0 0
.‘.rx .l_I‘£
% 1 Z. | Have all Screening Visit procedures been completed? Olo
3. | Have the Medical History and Concomitant Medication pages been
§ completed? 0| O
g 4. | Is the participant still willing to proceed in the trial? olo
3_5 R
ih
£
T Participant's eligibility Investigator Sign-Off:
s}t Is the participant eligible to take part in the Clinical Triaf? 3 Yes -~
I
Investigator’s Signature: Date: _ _s_ __ _J_ ___ reD NDI!E:E;;E&E?E
Ty S ) failure below

Investigator's Name:

L Reason(s} for screen faiture:
s
- IR
i % 3-
I
2

-
i o]
7 SE

3
i

Completed by:

Name Signature Date
" Record the camment on the protocol deviationfviolation log. :
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< Short Titie/Acronym> o Seemsor [y Toe T 7 T [x [ x
ISUhiECt Patlent Site Name
No. Initials

Participant Randomisation/Enrolment

Participant study Number allocated:;

Date of Randomisation/Enroiment:

(DD / MMM | YYYY)

Compleled_by:
Name Signature Date
* Record the comment on the protocal deviationiviolation tog.

SHORT STUDY TITLE, Study CRF Version X Date XXAUO/MXX




~<ShortTitlAcronym> . sweer[y Ty /]x]x|x]x
. éubject Patient :  Site
| No. Initials ' - LName

* Record the comment on the protocol deviation/violation log.

SHORT STUDY TITLE, Study GRF Version X Date XX/XXXXXXX

) ! )
Date of Visil: i
i i A (DD J MMM /YYYY)
Visit Checkllst:
Yes
1 Have there been any new Adverse Events? O 0
° | {if yes, please record in Adverse Events page)
2 Have there been any changes in Concomitant Medications? 0 0
" | (i yes, please record in Concomitant Medications Log)
3 Add further assessments required at each visit, amend the following pages to fit m 3-
" | your requirements
4. 00
"
Completed by: ™
Name Signature Cate
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Subject Patient
Na. Initials

< Short Title/Acronym>

Date of Assessment:

I

v X x 1 ]x x| x| x

Name

(OD 1 MMM 1YYV

VISIT X <INSERT VISIT NAME> PHYSICAL EXAM

£l

Was Physical Examination performed?

[] No (comment Below) [] Yes, Complete below
Comment’;

System

*Changed

£

*if CHANGED from previous examination or
new abnormality noted, please provide brief
description and comment if clinlcally

done significant or not (CS/NCS). IF CS consider If it

General Appearance |

is an AE and add to log (if appropriate)

Skin

Eves, Ears, Nose &
Throat

Head, Neck &
Thyroid

Cardiovascular

Respiratory

-

Abdomen

Extremities

Genitalia

Anorectal

Lymph Nodes

o —

Muscular-Skeletal

- -

Neurological

Dther# {please
spacify}

(0000|0000 0 D00

OO0 /0jgOo|ojojojglaoofolo

D000 0|0|]ojo|0)Oo|lo|oig(Qg

Compieted by:

Mame

Signature Date

* Record the comment on the protocol deviationiviokation log.

SHORT STLCFY TITLE, Study CRF Version X Dole XXU0EXN00X

331




< Short Title/Acronym>

Sponsor
Y. Mo,
Subject Patient Site
No. Initlals
- i -

Name

OCHEMISTR

Chnical Biochemistry Laboratory tests
performed?

[ No (Comment Below) [] Yes, Complete befow

Was laboratory sample laken at different hospital
to <insert investigator’s site tab name>?

E.‘:o:nmenl*:
s ! _ :
Date & Time of Sample: = 0——'——=l——
(0D 7 MMM £ ¥YYY) HH:MM
CINo  [JYes, Complete below

Laboratory name / Location:

BIOCHEMISTRY Value nit site to If parameter indicated as out of
pre-completa normal range on report, please
Laboratory Parameter prior to the check if clinically significant IF ~
finalization of | CS consliderif itis an AE and add
the template} to log (if appropriate)::
soDium [ No [ Yes
POTASSIUM I No O Yes
CHLORIDE [ No [ Yes
BICARBOMATE ]:I No ] Yes
UREA [ No [J Yes
CREATININE I Ne [ Yes
TOTAL PROTEIN []No [ Yes
TOTAL BILIRUBIN [ 1No {1Yes
ALBUMIN R []Yes
ALK PHOS " CdNe ] Yes
ALT [nNo []Yes
AST [ No [ Yes
CALCIUM [(JNo L]Yes
Completed by~
Name Signature Date
* Recond the comment on the protocol deviationiviclation log.
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< Short Title/Acronym> {Bonwer
; . No.
l Subjest _ Patient I Site
No. Initials

Clinical <insert assessment> Laboratory tests

Was laboratory sample taken at different hospital
to <insert investigator's site lab name>?

9
performed? . Commaemt*
.. ' ! :
Date & Time of Samplte: @ = = = ——'———'———— R
{DD ;| MNEE IYYYY) HEENM
CINe [0 Yes, Complete below

Laboratory name / Location:

<INSERT ASSESSMENT> Value Unit If parameter indicated as out of
nermal range on report, please
Laboratory Parameter check if clinically significant IF _ |
CS consider if it is an AE and add
to log (if appropriate):::
fiNe [JYes
LINe [JYes
OnNo  [OYes
ONe  [JYes
CONo [JYes
[ no [ Yes
[LINe [JYes
O no [ Yes
CINe  [DYes
: ONo [JYes
Compieted by, _
Name Signalure Date
* Record the comment on the protocol deviaioniviclation log. 3 S
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< Short Titie/Acronym> -l X
 Subject Patient | Site
No. Initials Name

VISIT X, <lN$ERT VISIT

%'lalﬁ #Fs ety

~. ADIMINSTRATION '

.‘-“

NAME> TRIAL MEDICAT[ON

<Insert name of trial medication> Adminisiration

CHOOSE APPROPRIATE DOS!NG!D!SPENSIHG‘ TABLE FOR YOUR PROTO COoL

SHORT STUDY TILE, Siudy CRF Version X Date JOUXXX/XXXX

AND MODIFY AS REQUIRED
Date of Dosing Fime of Dosing Dase Comment ONLY if dose
(DD/MMMYYYY) {24 hr) {incheding units) | delayed, interrupted, reduced
or altered
/ /
! /
Start date of dosing Stop date of dosing Dose de:a :;"}f‘::r?um;:dﬁ d?t?:ie d
(DDMMM/YYYY) (DDMMMAYYYY) {including units) yed, pee, e
or altered —
| L ! 1
/ i I !
INFUSION
i Dats of Infusion Start time of Stop time of infusion Dose Comment ONLY
{DD/MMMIYYYY) infusion (inciuding units) | if dose delayed,
g interrupted,
reduced or
aitered
! ! |
q ;

O S S | | |

Completed by:

Name } Date
* Record the comment on the protocol deviation/violation iog.




< Short Title/Acronym> : SPOTI | S0TX }IX X XX

Subject Patient - Site
No, - : Initials

DISPENSING
Date of Dispensing IMP | QGuanfity Dispensed <Daily> Dose Comment ONLY if dose
(OD/MMMYYYY) (no. tablets/ (including units) | delayed, reduced or altered
pens/patches)
'z !

Note: add more rows depending on how IMP is dispensed and
Returned
RETURNS (add fo subse_quent visit)

| Date of Returning IMP Quantity Returmned Comment on compliance
(DD/MMM/YYYY) (no. tablets/
pensipatches)
/ /
Compieted by:
Name Signature Date

* Record the comment on the protocol deviationfviolation log.
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< Short Title/Acronym>

Subject
No.

Patient
Initials

L]
-

Did participant complete the trial?

below:

— e —— - —

(DD/ MMM 7 YYYY)

| L1 No, Piease provide date of withdrawal and compiete

(DD MMM / YYYY)

Early Withdrawal: please tick most appropriate reason for participant not completing the trial:

[ ] Adverse Events related: please state related AE:

{add details 10 AE page)

[0 Participant’s decision, specify:

[1 Investigator's decision, specify:

{] Sponsor's decision

[J Lost to follow up
[] Patient deceased
[] Other, specify:
E
Completed by-,_
Name Sighature Date
* Record the comment on the protocot deviationiviolation log, o

SHORT STUDY TITLE, Study CRF Version X Date XX/XXCUXXXX
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