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SAE No. Initia| Notification Date i O ’ 4‘ O 5 Q—l Le. Date of original Initial Notification Form
-~
Complementary Notification Date ‘2 O | 4 66 05

1. Patient details

TasP ID 7\4‘ | q-5

Name M -PA

Sex 4 Male Female

patectbitn | 95 40 & 2| :

Enrolment date lD , 3 O<¢~ { :}" ‘DATA CAPTURED

. hn_
2. Description of the reported SAE ; 20” GO I U

Wewght lass el dysproes: b—nen

Date of SAE onset £ O 14- o X [Cf

3. Complementary information

A’Z{ML#(/L 4o /\/05/‘ WL;-‘Q. O Ql/or/hfq qub Mm
Acutr qaa'fm e~FCndy, And Pu,(/vw ;\(U,j 7’? (J(zxg)(peé’:f
p%‘fwe ﬂﬁmprcu\ Lensrhve N

4. New diagnosis?

® Yes — Describe Acucfrz jﬂo‘}"y{) afenthn , PT2

No

Date ofnewdiaénosis 2._0 ( 4— 0 I 2 _7:.

5. Patient treatment

a) Did the event resolve after discontinuation of treatment? Yes ® NA

I—b Which treatment?

Date discontinued

b) Did the event reappear after reintroduction of treatment? . Yes & NA

‘—> Which treatment?

Date reintroduced

¢} Has the complementary information mentioned above
modified your judgement of causality regarding one or
more treatments compared to your initial notification? ® Yes — Section 6 No —» Section 7



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

Generic Name Dose Frequency New
judgement of
causality

_ ATRI FLA cl 600 0-5 @ unrelated
’ TIbF/ ’ﬁrC/ EFv BOOP'O / . Poss. related

Cannot be
assessed

* . Unrelated
* Poss. related

“. Cannot be
assessed

Unrelated
Poss. related

Cannot be

assessed

4. o . Unrelated
" Paoss. related

T+ Cannot be
assessed

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 I
This includes the patient's medical history L pescive  ACut® ﬂ an fz'o.er\‘_-ft r\‘/‘h
ﬂ { L/ s MLj T_g

8. SAE Qutcome

Unknown to date

QOngoin

‘ going Another compiemeniary SAE notification form must be submifted within 8 days from now.
Improved
Worsened
Recovered —— Date of recovery

Recovered without sequelae
or

- Recovered with sequelae

l—> Describe

Physician reporting SAE Complementary Notification
Name CO LUAS |

Signature

Date form completed M [ q’ 0 b 0 K



