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i.e. Date of original initial Nokification Form

SAE No. Initial Notification Date 2013 0% 19
Complementary Notification Date 7 0 | 3 O g O 6

1. Patient details

TasP D [ b9 |
Name Z'/VL

Sex Male @ Female
Date of birth l CT 7 7 [ [
Enrolment date l 0 f 3 O { 2 g

2. Description of the reported SAE
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DateofSAEonset ?/O 13 03 l g

3. Complementary information
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4. New diagnosis?

@ Yes — > Desciibe  Af, A.D AL A.ke, ‘1’6 ]

No

Date of new diagnosis 2 0.. [ 3 D 7 2‘3

5. Patient treatment

a) Did the event resolve after discontinuation of treatment? Yes No SN/A

Which treatment?

Date discontinued

b} Did the event reappear after reintroduction of treatment? . Yes P NA

|—> Which treatment?

Date reintroduced

¢) Has the complementary information mentioned above
modified your judgerent of causality regarding one or
more treatments compared to your initial notification? Yes — Section 6 & No— Section 7 - )
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6. Medications
List afl drugs taken (or prescribed) before occurrence of SAE

Generic Name Dose Freguency New
judgement of
causality

r
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Poss. related

Cannot be
assessed

2. FQ SDA*, ZO@M—ﬁ + (Q_/,v @ uncelated

Poss. related

Cannot be
assessed

Unrelated
Poss. related
Cannot be
assessed
4. Unrelated
Poss, refated

Cannot be
assessed

7. Other causes of SAE, if unrelated to drugs mentioned in Section 6 above
7a. Accosding to the physician, is this SAE likely to
be related to participation in the research? Yes & Ne

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

No .
This includes the patient's medical history i 5 Describe A_éi((_b /U\/L/\c\/t 76_‘%

8. SAE Qutcome

Unknown to date

Ongoin
gomng 3 Another complementary SAE notification form must be submitted within 8 days from now.
Improved i
Worsened D/((J_(Q ;4){ ’7{ el
Recovered — Date of recovery

Recovered without sequelae
or

Recovered with sequelae

i—> Describe

Physician reporting SAE Complementary Notification
Name I RN RS WL/LJ,
Signature X v

Date form completed )LO l ,% (/ & O é



