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~1. Patient details - - S S

‘ Name P N

Sex O Male ® Female s
12 0!

« 2, Measurements - e e A 5t e
Height | ; 6 |
o Lastinown: weignt & f weigntpate A O 1 2 1} 0K
C CDdcount = : 94D CD4 Date l O [Z'Oqu
1 Viral Load | viailoasnate 220 12 042 |,
- 3. By which criteria is this adverse event considered to be "Serious''? « v e
Tick all that apply :
[_] Resutted in death —>Date of death bl ldoloboiop. i Probablecause @)
[] Life threatening (i.e. at risk of death at time of event)
[:\ZrCaused or prolonged hespitalisation (not elective hospitalisation for a pre-existing condition)
{:] Persistent or significant disability / incapacity
[} Congenital abnormality / birth defect
&Grade 4 clinical and biolegical events

[:} Other serious, medically-important condition —»Specify :

o 4. Details of SAE - L5 A b st "
Enter each adverse event (e.g. symplom, sign, syndrome or diagnosis; on a separate line

i Event Name Date_investigator Date of onset of SAE

c: became aware

. Jovere headeche 20 1 2 1) 20 20 (.2 11,08

e 5. Description Qf SAE kAR AR LSRR AL RS Al AL £ 7 SAURYA P £ AR AV YA AR AN A AV AV AV ALY ARS8 1A S8 S8R P ™ P A o e e e g N A A A AN O A AP AR A A AT S S
Include details of body site, relevant laboratory tests, freatments received and refevant medical histary.
Alfach copies of any refevant hospital records, laboratory test resuils elc. /
! 3
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List all drugs taken (or prescribed) before occurrence of SAE

Generic Name Daily Route of Indication Date started Causality Expected Action
dose administration assessment reaction? taken
T£7 X Date stopped {BMF/SPC)

L ASONIATN 300wy OANL RoANLAKG 20 1 20 4 2] @ueses e @ vore
- . Poss. related  #f No " Reduce
Cannot be © Interrupt

| U . sesoseed

: PLCPILAX K ", Stop

ZP'}’KI%)UAIE zgm . Bm fk’ﬂl}?m 2D ] Z D q Z { @ Unreiated [: Yes {@ Mone
: (J Nﬁuﬂoﬂxﬂy " Poss. related @ No -~ 7, Reduce
o Lol . Cannot be 7% interrupt

. assessed .

5 PLipgttA Xy < Stop

3. (8 T2 MRXA Zoif. qwﬁa\j DAL _ %LTQJ&ML Z O 1 Z | O | —.?» @ Unrelated 7 Yes i@y None
- - Poss related @ No .+ Reduce
Cannot be 7o Interrupt

""" assessed

: "1 Stop

GV Aco T ORAL 202D G2 @umee e @
5 - Poss.related 7% No  .f Redm&
" Cannet be Lk Inter g

assessed -
- Btop

7. Other causes of SAE, if unrelated to drugs mentioned in Section & above
7a. Accerding to the physician, is this SAE likely to

be related to participation in the research? Yes @ No
7h. According to the physician, is this SAE related

to any causes cther than the research? Yes ® No

This includes the patient's medical history 5 Dascribe

8. SAE Qutcome
@ Unknown to date

. Ongoing w A complementary SAE notification must be submiited within & days
~: improved
Recovered —3 Date of recovery

Recovered without sequelae
ar

Recovered with sequelae

Describe

Physician repor_ting SAE - — - -
Name DAL A LESSELL)

Signature . .. .. - L@,’L’k-/tk

Date formcompleted = 2 ©: 1 2 + 1. 2
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6. Medications
List alf drugs taken (or prescribed) before occurrence of SAE

Generic Name Daily Route of Indicatign
dose administration

[y

TemvFovid 3"""3 oy T A4
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Datestarted @ Causality
assessment
Date stopped

. 2 0 | 20 Lf. 0.1 @ unelated

- Poss. related

Cannot be
assessed

{% Poss. related
i Cannhotbe
assessed

Q’D’Z , o} Iq' @ unrelated

Poss. related

Cannot be
assessad

1 Unrelated
i Poss, related

% Cannotbe
assessad

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

7a. According to the physician, is this SAE likely to

be related to participation in the research? 7 Yes

7b. According to the physician, is this SAE related
to any causes other than the research? s
This includes the patient's medical history

Yes

8. SAE Outcome

Unknown to date

“ Ne

No

|—> Deseribe

}_; A complementary SAE nofification must be submitted within 8 days

Ongoing
Improved
Recovered —— Dale ofrecovery : © ¥ . ¥
{1 Recovered without sequelae
or .:;: S
~... Recovered with sequelae
[escribe
Physician reporting SAE (L
Name DAL theudnn LESSEC W)
Signature

Date form completed &~ © 1 22 {1 2|

Expected  Action
reaction? taken
(BNF/SPC)

- Yes ’ None
8 No Reduce
- Interrupt

: Stop

(¥ Yes {5 None
» No ! Reduce
£ Interrupt

L. Stop

Y Yes  @PNone
& No ; Reduce
Interrupt

Stop

£ Yes i None
;. No {"t Reduce
.. Interrupt

i3 Stop






