RABIMABs.16.001.01 Subject Screening No.:5pApo | Subject Initial: ABY

DATE OF VISIT: &-12 ~ 2013 @d/mmsyyyy)

INFORMED CONSENT:

Has the written informed consent obtained (18 years and more) [ |Yes @No

Date of Informed Consent Obtained: (O £ - )2. 20 77 (dd/mm/yyyy)
Has the written informed assent obtained (age 5-17 years) X]Yes [ JNo  [JNA

Has audio-video recording of informed consent process taken? [RYes [ [No [ JNA

DEMOGRAPHIC DETAILS:
o |
DOB : | o [|nloi|v 2p |+ 7
0| i, e
Age : [1][&l(Years)
Gender : [X Male[ ] Female
(] Hispanic or Latino [ Non- Hispanic or Latino
Ethnicity : |:| Unknown D Not reported
[[] Other, specify
] White [_] Native Hawaiian or Other Pacific
Islander
s s Asian [ ] American Indian or Alaska
Native
[_] Black or African American [] Other,
specify
Recorded By (sign and date): W} 1Y

Tt
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RABIMABs.16.001.01 Subject Screening No.: ¢ i vo| Subject Initial:A P 4

MEDICAL /SURGICAL HISTORY:

None (please Check the box if the subject doesn’t have any Medical /Surgical history)

Is the Subject taking any medication for ongoing medical condition? [ |Yes END
If, Yes please fill concomitant medication page

133. SurI;::li clxai]s:ory (DD-itlmad-?fNY) (Do-mjl;;w) Ongging
1 []
2 ]
3 ]
4 |
5 []
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RABIMABs.16.001.01

Subject Screening No.: Spypo | Subject Initial: £/

Rolte Frequency
it Trade/ Generic Code Codvoniy Start date p Date
No. | Name only Indication | dd/mmyyyy / dd/mm/yyyy | Ongoing
/ /
/
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RABIMABs.16.001.01 Subject Screening No.: 5PKto| Subject Initial: 47 it
PIYSICAL EXAMINATION: TrE———
Was the physical examination performed? [AYes [ ]No
T
If No, Specify Reason:
y s o1
If Yes, Date of Assessment i RRTCA VAR R
Result .
Physical Examination *Not If Abnormal | If Abnormal CS, please
N | : 1
Done el [sord (check one) | describe the abnormality
O & O |Ocs Ones
General Appearance
Cardiovascular System o mj ] [Jcs [INCS
Respiratory System ] H [] []cs [INCS
Gastrointestinal System ] II/]/ ] [Jcs [INcs
Musculoskeletal System ] h,_g( [] [Jcs [INCS
Central Nervous System ] B/ [ ] LJcs [INes
Reproductive System ] lg" ] Llcs [INCs
Other v il ] [Jcs [INCS

Other system (Except Not Done)

Performed by (Name): _ [D . }\? H- ({W

i
Recorded by (Sign and date): ﬂ&) {T{ L\t\‘
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RABIMABs.16.001.01 Subject Screening No.:4pk 00 | Subject Initial:fr@\/

.V.v'as.thc vitﬁl Sig;is.cblilécfe&g; Bi}esﬂm !N(-)
Date of Assessment I'ﬂ 9' / @ Gt ¢;1 _ 3,’ b l, By l
Height (em): LIIETE) | Weight (ke): [OFA[&. [0] | BMI (ke/m2): BI[%. [B]

If Abnormal CS,

Parameters Result Normal | Abnormal [ If Abnormal please describe the
(check one) :
abnormality

Systolic Blood [] 4

Pressure (A EmmHe X [JcsINes

Diastolic Blood X ]

Pressure [O1&[EmmHg [ ]JCS[INCS

Pulse rate @E

beats/min X] L] [Jcs [INes

Oral Temperature | [O[9[3.[4] °F @ . [] L]cs DNCS_

Respiratory rate Iﬂ@ hd| ]

breaths/min [cs[nes

Recorded By (Sign and dnte):i&%_ g’ 2 H j’

ECG DETAILS:

Was ECG performed? [Yes [ ] No

Time of ECG Assessment
Date of ECG Assessment s pAGSSTICY

0[3] lolek ] [2o]i [z Bl 0Y]

(24 hours format)

Result? X Normal []Abnormal

If Abnormal, Clinically significant? [Yes [INo

If Yes*, please specify

Recorded By (Sign and date): m/ \‘?7\_/

e
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RABIMABs.16.001.01 Subject Screening No.: £piC0» | Subject Initial: /

Usage: [_]Past History [ ]*Regular [ JOccasional [XINever

If *Regular please specify : [ ][ JUnit/day

Has subject agreed to follow alcohol restriction as per protocol? [ JYes [ JNo

T

Recorded By (Si d date): £L
ecorded By (Sign an ) @}/}'W
Y]

Prcgﬁancy test performed? [ Yes [INo X Not Applicable (Male)

If yes, Date of Pregnancy test LICCECOOCC ] (OD-MMM-YYYY)

Result || Positive [_] Negative

If No specify reason L] Post-Menopausal [ | Surgically Sterile

If Postmenopausal since LC-OOC-O0000] b-MMM-YY YY)
Recorded by (Sign and date): &@%‘ , 9/
CONTRACEPTIV METHOD:

Contraceptive method used Kl Yes [_[NoNot Applicable
If Yes, describe the method N\m Cond e

COSrY rf lovdom )
If No or Not applicable, please specify the reason P%M%%

Recorded By (Sign and date): K rA "Vf f%’

==
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RABIMABs.16.001.01  Subject Sercening No.:5py py | Subject Initial: 47

£ U i e Yk T i
Date of blood sample co!lection:[ﬂ—_l--@@m?’ Time: [U[7]:[71[8
Date of urine sample collection: @—E-]EIIJ Time: [T][T]:[T]5T
Overall Assessment [[] Normal [X] Abnormal NCS [] Abnormal CS

Sample Repeated []Yes BINo

If Yes, Date of repeat sample OO 0000000 ob-MMM-yyyy)

collection

If Yes, Time of repeat sample OO0 (HH:MM)

collection

[ ] Hematology [] Biochemistry [ ] Urinalysis [ ]

If Yes, Panel repeated
Immunology

If Yes, Overall Assessment [L] Normal [] Abnormal NCS [_] Abnormal CS

|
Recorded by(Sign and Date): K”:lf" \

IMMUNOGENICITY ASSESSMENT:

Date of sample Collection Lﬂ ,g:' .- Q ,E: 'QT : E‘G j ¥ ‘7j|

Comments if, any:

RVNA ASSESSMENT:

Date of sample Collection l@’)[ ?J @ lt’} [(i] - IL b ] 1 I',;L I

Comments if, any:
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RABIMABs.16.001.01

Subject Screening No.: SPK00/ Subject Initial: AV

ol Criteria Yes No
No.
I. | Male and Female patient aged 5 years or more than 5 years. X] ]
2. | WHO Category III exposure(s) by a suspected rabid animal. X ]
Have documented informed consent from individuals, the child’s
3. | parent(s) or legal guardian(s) and assent from the child if & ]
appropriate.
4 Free of obvious health problems as determined by history and El ]
" | examination,
5 If female, not pregnant or lactating at the time of enrolment and not ] NA D
* | planning pregnancy during the vaccination period. [ﬂ
6 Male subject must be agree to use at least one effective contraceptive W NA l:l
" | method through out the entire duration of the study. [E
'EXCLUSION CRITERIA:
SR, Criteria Yes No
No.
. NA
1.| Pregnant and lactating women. L] X ]
¢\
2 Patient has received any dose of rabies vaccines / rabies []
i immunoglobulin in the past. IE
Allergic to any of the vaccine component / human rabies
b I . ] (X
immunoglobulin components,
4 Chronic administration of immune suppressants or other immune- ] X
1 modifying agents.
5 Unable to follow all required study procedures for the whole period ) X
) of the study. { 158 -
6. Acute febrile illness or acute infectious disease. ] [XI
Acute or chronic, clinically significant pulmonary, endocrine,
7 autoimmune, psychiatric, cardiovascular, hepatic or renal functional ] IX]
1 abnormality, which in the opinion of the investigator might interfere
with the study objectives.
8. History of a previous severe allergic reaction. ] X
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RABIMABs.16.001.01  Subject Screening No.: fp/ps(  Subject Initial: pbV

9. History of thrombocytopenia or known bleeding disorders. i X
History or current use of drugs of abuse or heavy alcohol

s consumption. 0

11. | Received any other vaccines within 3 month prior to enrollment. ] X

12 History of serious and / or severe infections such as Hepatitis C virus 0] X

(HCYV), hepatitis Bvirus (HBYV) infections, tuberculosis.

Simultaneous participation in other clinical trials, previous
13. | participation in other clinical trials within 3 months before entering
into the trial.

]
X

14. | History of untreated dog bites.

U
iy

If Subject has received exceptions/waivers,
please provide description or waiver or any Comment

INCLUSION/EXCLUSION CRITERIA REVIEW

Has the Subject Eligible for randomization? | [\ Yes [ INo

If No, please specify the inclusion / exclusion criteria numbers that were not met

Inclusion Criteria number

Exclusion criteria number

If Subject has received

exceptions/waivers, please provide

description or waiver or any

RANDOMIZATION:

Was the subject Randomized as per randomization plan? IZ_chs [ INo

If *Yes, provide the Date of 08 Ble |« L?, ol ﬂ

Randomization:

Subject number assigned: Em@—m
Kit number: @@m

Treatment Arm [X]A: RABIMABs + Vaxirab N

[_IB: Rabies Immuno globulin (Imogam®) + Vaxirab N
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RABIMABs.16.001.01

Subject Screening No.: éﬂ(@or Subject Initial: M v

Date of study drug administration:

Time of study drug administration:

0

- lﬁ;@;%1 @O “ [ﬂ 1
i . [

Treatment Administered

X]A: RABIMABSs + Vaxirab N
[[]B: Rabies Immunoglobulin (Imogam®) +Vaxirab N

do ok of Kabimalx e Hodier

Total study drug administered? Jo. ml
uay g 1 | LT ér"t tead 1 2:;£OJCLW‘},L
Was Study drug administered directly in Saten freen Vial 2.
the surround area of the wounds by dog XYes [INo
bite?
Was Study drug administered
intramuscularly in different part of the [XYes*[ INo

body?

If Yes*, select site(s) of injection

[[]Left Deltoid [_JRight Deltoid
[JLeft Gluteal [JRight Gluteal
[XLeft Anterolateral thi gh
[XIRight Anterolateral thigh

Site of deltoid muscle (Vaxirab N) MRight [ JLeft
Subject kept under observation up to 30
minutes after administration of assigned X Yes [ INo

treatment.

Recorded by (sign and date):

=0

XA

LOCAL AND SYSTEMIC REACTION

Has subject experienced any

[CJYes*MNo
[] Local or [ ]Systemic reaction? o
[_Jindurations [ |Redness
If Yes*, please specify [IPain [ JFever
[ISwelling [ JOthers
—_— '.\/{‘A .
Comments (If Other, specify): o W\ \7) M\\x
P D WL AN
EAy &t
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RABIMABs.16.001.01 Subject Screening No.: QPK 0| Subject Initial: M‘/

Fer
7

NC( MITANT MEDIACTI.N ASSEI' SMENT

Has the subject experienced any new adverse [Ives [XNo
event in this visit?

Has the subject taken any new medication in this | []Yes[X]No
visit?

Comments:

0. Ul extrs &mb yvind L ww-mtw oo
QLo budle 1P ﬁ\!wwoﬂﬂd Ju@w @Up“‘”j/

/
—lab Aampla fox  Eoged, , Al Aoz fa

- s
PI or/ Designee Sign and Date: { o \H, :
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