y 7N 1 Ukuphila kwami, ukuphila kwethu SAE-Al

X / TasP Africa Centre TasP Trial
o ( . .
AT Serious Adverse Event Reporting
Completed forms must be sent to
. . ps . ANRS within 48 hrs.
IAGIRIETNLID  anws 12249 mivai saE Notification BT LT "
00093230 Fax:+33 153 946 002 -

SAE No. SAE Visit Date 221 404 24
Initial NotificationDate ¢ O [ 4 O YO G Notfication time

1. Patient details

TasP ID n 61 5 0
Name T M

Sex Male & Female

pateoibitn | 4 &4 0 5 09
Enrolment date 7—0 ’ "’ OB (8‘

2. Measurements

Height ’ 6 $ Cms

Last known: Weight ’7 q ‘f Kgs Weight Date 7’ o { 4 o ‘f Zq

CD4 count Q32 CD4 Date 2014031 &

Viral Load < 4- O Viral Load Date 2_ 0 | 4 0 4{- O l

3. By which eriteria is this adverse event considered to be "Serious"?
Tick alf thaf apply F oo
[ 1 Resulted in death — Date of death Probable cause h“ —
:“_j Life threatening (i.e. at risk of death at time of event) . - ~ .
ﬁ(}aused or prolonged hospitalisation (not elective hospitalisation for a pre-existing condition) ! Q,:)r c’:{g Q
. S . L . . S .

; Persistent or significant disability / incapacity /‘?\ r%; () /
[7] Congenital abnormality / birth defect Cg— G

[_|Grade 4 clinical and biological events

[ ] Other serious, medically-important condition — Specify

4. Details of SAE

Enter each adverse event (e.g. symptom, sign, syndrome or diagnosis) on a separate line <
Event Name Date investigator Date of onset of SAE

became aware

1. BREAST 10140506 2ol 404 ulbr
Avtoce ss

5.

5. Description of SAE
include details of body site, relevant laboratory tests, freatments received and relevant medical history.
Aftach copies of any refevant hospital records, laboratory test resuits eic.

Admatled Fo tuspiizl Fov 0ne g f-o-r hreatment of

hywast abscess- Cowld Aot remaMmber fhe da:zp.\ .
Was on TOE[FIC[€Fy P]e p nant - Moo dwolonbraned affes

debwtn befrve Sha afleaded feamlled in TasP chate - Shopper
[M@ﬁo#jﬁuﬁrj affer dent kp(:ﬁ breast abses?



6. Medications
List all drugs taken (or prescribed) before occurrence of SAE

Generic Name Daily dose Route of Indication Date started Causality Expected Action
adminis- assessment reaction? taken
tration Date stopped (BNF/SPC)
.
1 AR ga,lhoL F o H-W 20 I 4 0 L’. 2_ Q‘ @ Unrelated Yes ¢ None
TDF/FrC ’SFV 6o Poss. related @y No Reduce
Cannot be Interrupt
assessed
Stop
2 Unrelated Yes None
. Poss. refated No Reduce
Cannot be - Interrupt
assessed
’ Stop
3 Unrelated Yes None
Poss. related No Reduce
Cannct be Interrupt
assessed
Stop
4 Unretated Yes None
<% , Poss. related No Reduce
A W S :
: Q‘?‘ '\%:\ Q - Cannot be Inferrupt
] ‘ O . assessed
Q : Stop
5 ’ Unrelated None
. ‘ Yes
Poss. related Reduce
No
Cannot be Interrupt
assessed Stop
None
B. Unrelated
Yes " Reduse
Poss. related
No Interrupt
Cannot be
assessed Stop

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

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

7b. According to the physician, is this SAE related
to any causes other than the research? & Yes

No T
This includes the patient's medical hisfory I_, Describe % M{y I "CA A ,-;\ b f b Ye A—;‘!‘ #&J i &

8. SAE Outcome
Died
Unknown to date
©ngoing = A complamentary SAE notification must be submitted within & days
Improved

® Recovered — Date of recovery 2 0! 4— o ‘f‘ ZQ'

Recovered without sequelae
or

Recovered with sequelae

Describe *

Physician reporting SAE - : - .
Name Co L1 Nl IWV\j ’

Signature‘ KWF
Date form completed 2/0 f‘-t' v r O q'



