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1. Patient details
TasP ID S U o6 g\
Name N M.
Sex & Male Female
Date of birth 46303 2|
Enrolment date ’LO \ Y OLI- ‘,3

2. Measurements
Height VU O cms
Last known: Weight S l ' q“ Kgs
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vialLoad < 4 0 i )D{t: 20\ SOF 7T

3. By which criteria is this adverse event considered to be "Serious"?
Tick all that apply

. Resulted in death —s-Date of death Probable cause

__ Life threatening (i.e. at risk of death at time of event)

. Caused or prolonged hospitalisation (not elective haspitalisation for a pre-existing condition)

| Persistent or significant disabifity / incapacity
. Congenital abnormality / bisth defect
¥ Grade 4 clinical and biological events

: Other serious, medically-important condition —> 8pecify

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

Event Name Date investigator Date of onset of SAE
became aware .
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5.

5. Description of SAE

Inciude details of body site, rejevant laborafory tests, treatments received and relevant medical history.
Attach copies of any relevant hospital records, faboratory test results efc.
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6. Medications
List all drugs taken (or prescribed) before cccurrence of SAE

Generjc Name Daily dose Route of Indication Date started Causality Expected Action
adminis- assassment reaction? taken
tration Date stopped (BNF/SPC)
- ==
f <
1 A.\—'{p\b\ T R) H\\/ Q_,D \ g b q Lg Urirelated # Yes @ None
& Poss. related No Reduce
Cannot be Interrupt
assessed
Stop
1, N " . -
P ép\\\‘(\/\ \ ./ ?D ‘Q%\lp\ l 0 \ 3 Oq ’Ll Unrelated @& Yes @ None
\j @ Poss. related No Reduce
Cannot be Interrupt
assessed
Stop
. " . »! H ] N
3. lSUmM']"J 300\3 (}D TB 9‘“3 !‘U\‘s 7/0 \ < 0 q ‘ (_', Unrelated ® Yes & None
Poss. related No Raduce
Cannot be Interrupt
assessed
Stop
. » Call
4. ?yxjvx(\& %N\:) PD PQNP\-V“A 0 1\ ¥ 0 q \ O e unelated Yes @ None
Mf@ - Poss. related @ No Reduce
FCE ot Cannot be Interrupt
sessed
assesse Stop
Unrelated None
5. Yes
Poss. related Reduce
No Interrupt
Cannot be Nerup
assessed Stop
None
6 Unselated
: Yes Reduce
Poss. related
No Intesrupt
Cannot be
assessed Stop

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? o Yes

No
This inciudes the patient's medical history I——PDescribe ?MM L\I’J J . LFT pn';)r b_—,%p .
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8. SAE Outcome
Died

Unknown to date

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

Recovered without sequelae
or

Recovered with sequelae

I——-> Describe

Physician reporting SAE

Narme e\ b nut
Signature

Date form completed ’LO l Y ‘D Z q



