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SAE No. SAE Visit Date ZC | 5 8 20
Initial Notification Date 2 ( L o0& 22 Notfication time
1. Patient details
.
TasP ID 4 L4 2
Name (;S . ({'
Sex & Male Female

Date ofbith | { fﬂ C Q:nOf_"
Enrclment date 9.. Ol 2 04' Q/O

2. Measurements

reignt | & C oms N

Last known: Weight ai Kgs Weight Date 1’6- . 5— 9 4‘ ,‘,,%— O
CD4 count 5\ [ i CD4 Date 27.,0 _i:“’ﬂ @ 4’ 20
Viral Load Ot 00 viral Load Date = O | %04 3.0

3. By which criteria is this adverse event considered to be "Serious"?

Tick all that appl)
Eéesulte;?nydeath — > Dateofdeath 1 0O F O L L 0¢J Probable cause FROGAR ( £ RENAL TALUEL
i ; Life threatening (i.e. at risk of death at time of event)
- | | Caused or prolonged hospitalisation (not elective hospitalisation for a pre-existing condition)
Per5|stent or significant disability / incapacity
\ "} Congenital abnormality / birth defect
[ "I Grade 4 clinical and biological events

iij Other serious, medically-important condition — Specify

4. Details of SAE
Enter each adverse event fe.g. symptom, sign, syndrome or diagnosis) on a separate line

Event Name Date investigator Date of onset of SAE A
became aware /VLO’Q & (A FolmATivm
1 DEAC T 20320820 200307 wuw To Foresind
2 —
3.
4.
5.

5. Description of SAE

Inciude details of body site, refevant laboratory tests, treatments received and relevant medical history.
Aftach copies of any refevant hosthar records, laboratory test resulis efc.

Prhen f ]Cu/ Kofs adfends CLP[\C/AMﬂ?’ &8 [“/“}/ el3, fv wat Vi fed "4] a
Facker . Tracke fv‘mé Ao wanell, VLMJ/L"\' A JIn8s, Aeedacia,

?L(’_Vtr, f,'t:g( g CL/»//U’—,'&;L MHATA Zué;;/\/ [ﬁ(( 4‘6 wfu,jla_be/\% XY /—V\Q/CZL’\’(
(nd Subiegpontty refern B 1 ime Agalttcamt clne en Gme
d/bj He wes freatfer and ({w(/\},( eA /f\fw/w 'Lj 'de Ao Aied 5 eveeiy
(L;}/b CH ﬁﬁ“" o e v et om r//\fe 4 Al afh
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6. Medications
List alf drugs taken (or prescribed) before occurrence of SAE

Generic Name Daily dose Route of Indication Date started
adminis-
tration Date stopped

L ATRVLA 4@5{2@[6@ po  Hw 201505

z.@ﬂDCH’Lo£D 12-Samg, Poo Hyfegtensiof 20 ( 304 30

HIA UM

3 LEONTATN Zooxmj 7o 1A
« FROPINCAYS

L VITaman B T Po  Swhfiemsif 20 ) 30X |

7. Other causes of SAE, if unrelated to drugs mentioned in Section 6 above

7a. According to the physician, is this SAE likely to
be related to participation in the research? v Yes No

7b. According to the physician, is this SAE related
to any causes other than the research? ¢ Yes No

This inciudes the patient's medical history

Pl

S

20120606

-

3

Causality

assessment

&

L]

Unrelated
Poss. related

Cannot be
assessed

Unrelated
Poss. related
Cannot be
assessed
Unrelated
Poss. related

Carnot be
assessed

Unrelated
Poss. related
Canrnct be
assessed
Unrelated
Poss. related

Cannot be
assessed

Unrelated
Poss. related

Cannot be
assessed

Expected
reaction?

[BNF/SPC)

Yes

No

Yes

No

Yes

Ne

Yes

No

Yes

No

Yes

No

L5 Desarive LATIEN T Mus? g SuFfelsa rrom

Action
taken

None
Reduce
Interrupt
Stop
None
Reduce
Interrupt
Stop
None
Reduce
interrupt
Stop
None
Reduce
interrupt
Stop
MNone
Reduce
Interrupt
Stop
None
Reduce
Interrupt

Stop

PEHYSAATION 22 To VoaiTin (g § xACELAATE S
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8. SAE Outcome
@ Died

Unknown to date

Ongoing 3 A complementary SAE notification must be submitted withi 8 days
Improved
Recovered — Date of recovery

Recovered without sequelae
or

Recovered with sequelae

Describe

Physician reporting SAE ' _
Name Copidn g JEPSRENN| {

Signature X‘A—P

Date form completed '2/’0 | I Og 2/7/



