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SAE No. SAE Visit Date 20 V5 0Z 0§
Initial NotificationDate 2 O { S O 7 | 3 nNotificationtime | S 2 O

1. Patient details
TasP ID 7% ¢ 7 F
L- R.G.

Name

Sex f Male @ Female
paeoibith 1 4 § b 03 0}
Enrclment date 2 O\ 3 0 S. ’ -‘]-

2. Measurements

Height | O ..

Last known; Weight i‘, Q.) {0 Kgs Weight Date 2_ 0 f 4 ' l I q
CD4 count I 3 CD4 Date 2 0] ] q O g Z G
vielload | | % | &9 vialloadDate 4C G O § 2k

3. By which criteria is this adverse event considered to be "Serious"?
Tick ail that apply
@Resulted indeath —sDateofdeath 2 O | 5§ O | 2 7 Probable cause Pulm (.\n(}i'li ‘M)
["] Life threatening (i.e. at risk of death at time of event) ‘
[ ] Caused or prolonged hospitalisation (not elective hospitalisation for a pre—emstmg condition)
] Persistent or significant disability / incapacity
; Congenital abnormality / birth defect

I |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

LDty 206 20160209 201601 212

4.

5.

5. Description of SAE

Include details of body site, relevant laboratory tests, treatments received and refevant medical history.
Attach copies of any relevant hospital records, laboratory test resulls elc.

lukiqoont Wit advanad  rebaval divdée | vivad (oadd Uﬂftgpvdi’fd
and vea) lon (D ek, She Wi dm@hﬁk(d WHh Pulmma A
Octvery 201y ond WO4 - o0 Areoctnent hod  loage ’rzmdihar umJ

pw¢ wrepliwne w al and wes  refered o Advevna adarj erq n

&A{}&\L Sue braomie bk home ond died - Deteats  hom relfive ave



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

Generic Name Daily dose Route of indication Date started Causality
adminis- assessment
tration Date stopped

1. “Tem(fﬂu‘lv Q(ij Orél' Hiv 7201 206 2 K @ Unrelated
‘ Poss. related

Cannot be

assessed

2. Evivautabine zwmﬂ oretl WY 3012 05 2% o e
Poss. related

Cannot be

assessed

3. Eﬁ&thnl (.ou')m:j oral i 20) 2 0529 6 uneaea
Poss. related

Cannot be

assessed

4. RHZ E ll.tum oval pUImCVlQ"ﬂ 7201 4 1 0 | O e uneisted
.1g . Poss. related

Cannot be

assessed

5 OVal (’W‘dﬁ\l‘im{j 10 | |_|> 0\ [5 @ Unrelated
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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? Yes @ No
7b. According to the physician, is this SAE related

to any causes other than the research? @ Yes No

This includes fthe patient's medical history
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8. SAE Outcome
@ Died
Unknown to date

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

Recovered without sequelae
or

Recovered with sequelae
Describe

Physician reporting SAE

Name DR GUG'ELIME  MiKHU( li)

Signature

Date form completed 2 0 ] S O Z |3

Poss. related

Cannot be
assessed

Unrelated
Poss. related

Cannot be
assessed

Expected

reaction?

{BNF/SPC)

¢

Yes

No

Yes

No

Yas

No

Yes

No

Yes

No

Yes
No

Action
taken

@ None
Reduce
Interrupt
Stop
None
Reduce
Interrupt
Stop
None
Reduce
Interrupt
Stop
None
Reduce
interrupt
Stop
None
Reduce
Interrupt
Stop
None
Reduce
Interrupt

Stop

L pescive Pttt With ad\l@nu—d Hv | PUO'( wa’V‘(j"Oﬂ&



