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s st i i Serious Adverse Event Reporting
Completed forms must be sent to
agn e . ANRS withi hrs.
DMUMD ass s2z im saE Notiason e g
00008819 Fax: +33 153 946 002
SAE No. T SAE Visit Date 20V 3 0Y4 09

Initial Notification Date - 2-- © 1 3 O Y4 O S notificationtime | b 3 ©

1. Patient details

TasP ID 6. 372
Name PrulaNGEaeS T MeENGE
Sex v Male 7% Femaie

Date of birth 1 9¢ /1 25

Enrolment date ;—\ C f 2- O q p é

. 2. Measurements

Height 7 Goane

Last known: Weight 62— E) Kgs Weight Date 2L 0. / 5 O % 2 :}—
CD4 count 4‘ ; 5 CD4 Date 2_-—_0: ! gj @) % Z ;’
viralLoad <50 vilicagpae 20 | 302 2-¢

;- 3. By which criteria is this adverse event considered to be "Serious”? - S SRR
L Tick alt that apply
{ | Resulted in death —-Date of death o . Probable cause -

['1 Life threatening (i.e. at risk of death at time of event)

[vj/Caused or prolonged hospitalisation (not elective hospitalisation for a pre-existing condition)

[ 7 Persistent or significant disability / incapacity

[ 1 Cengenttal abnor\aluy { birth defect

{_lGrade 4 clinical and biological events

E\Z/Other serious, medically-important condition — Specify M‘Jv .’)z\_ Gr - "Lﬁs'i w LS

- 4. Details of SAE
Enter sach adverse event fe.q. sympfom, sign, syndrome or diagnosis) on a separate line

Event Name Date investi r Date of onset of SAE S
became aware
1 MbL- T 2.¢C 1 30y 09 20 V30 .o F
2.
3.
4,
5.

- 5. Description of SAE
: inciude details of body site, relevant laboratory tests, treatments received and relevant medical history
Attach copies of any relevant hospital records, laboratory test resuils efc.

SIATARSED T SmEAn PosinvE Quu:u&.u; TB JA~ Zovd ~ TheAEed T SoaaNAL |_Zl_7c«*»4f?9_n_;/
1S ATAD l_;)MLHMu)ﬁlﬁWRdNL-. Nows CulounE + DAYG S'_J;ci-.filr&k_.‘r"! TEST_{LE.SuC-'_
(From SPmim COmECED 25 TAw 2013 ) Saows MDA TR . Aosimes HOASISA Homw
0 [oy {Ze D 4 I TATES MDA -TR TAZAMEAT  Sffoy fRoi3



- 6. Medications - :
List all drugs faken (or prescribed) before occuirence of SAE

Generic Namg Daify, Route of Indication Date started Caysality Expected  Action
TEunfonAl 30’:-,3 Date stopped {BNF/SPC)
EMTMUCTAL e m’b ool 1 _ _ ‘\//Unrelated 4 Yes z‘_Q/None

. 1. E!&V\W?— b@:""j ...... - h LM

Poss. related

*'Y Cannot be
assessed
RafamPrc s -

L2 VSDNAZY : "fh"ﬂ . etk TR LT ek gy R Unrelated
EraRBoty ¢ Poss. related
Pansz i AradE 2.0 1 B3O 4 OF ) Camotbe

‘ _ AL R R TR acsessed

3. GerTiMoRATUE. oo [ orah Qr : - 3 Unreated
uac,:j Pr\.-:ﬂmum ¢ Poss. related

. - Cannot be

assessed

4, ; b 1000, 44 Unrefated

.. Poss. related

2% Cannot be
assessed
7. Other causes of SAE, if unrelated to drugs mentioned in Section 6 above S
7a. According to the physician, is this SAE likely to
be related to participation in the research? " Yes VAO
7b. According to the physician, is this SAE related
to any causes other than the research? v es .o No
This includes the patient's medical history » Describe Q\_.L\/\WS Tz EQS‘UFES(ZUD-}I.

.. 8. 8AE Qutcome .ol . .

Unknown to date

Y/Ongoing 3 A complementary SAE notification must be submitted within 8 days
Improved
Recovered ——— Date of racovery

. Recovered without sequelae
or -

" Recovered with sequelae

#=Descrilbe ©

Physician reporting SAE -~ o G
Name _ E\CM\D LESSELL)

Signature %\/"{\

Date form completed 1 2 © 135 O W 0:9q -

i No

'} Yes

% Yes

! No

i Yes

£+ No

{7 Reduce

3 Interrupt
{3 Stop

¥ None
2" Reduce
] Interrupt:
2 Stop

£ None

{3 Reduce
i} Interrupt
4% Stop

1} None

{3 Redusfs,

2 intermu,.



