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Completed forms must be sent to

MVIRIRRIMITARIRN - anes 12249 comptementary saE Notification St """,

00059962 Fax: +33 153 946 002

SAE No. Initial Notification Date ?’ O 3 ) 6 0 :?’ i.e. Date of onginal Initial Notification Form
Complementary Notification Date Z o 3 0 } ( %

'y

. Patient details

TasP ID XS0 3

Name Cheato \FMM M[muqr‘sx

Sex & Male Female DATA CAPTURED
Dateofbith | § & 3 03 A 2013 -07- 26
Enoimentdate . © 1 3 O b © 2 i

2. Description of the reported SAE " e 22T '
The pdlect Chenet Yeoda, was  admbted @t Habisa Bas)biw O Letcs.
Jeis ~ oG- 06  auel Wwan  gacd be g TH eatmed Qo
Aotk butr Nevay A:wJwa 1/66'(9. Aeed 2 woenles d,a‘o Aecovelus, o ~elediyes
Dateof SAEonset 7.0 | 3 O & O

3. Complementary information

Paheat was no Ledk At Puimmwj T8 , amd bavfevial,
pnmmoua Nlu,:jwi I /LonL“LwL'

4. New diagnosis?

& Yes —— Describe .pp\,{M M:j 'T's
No

Date of new diagnosis 2- 0 { 3 0 ‘9 O 6

§. Patient treatment

a) Did the event resolve after discontinuation of treatment? Yes : @ N/A '

|—b Which treatment?

Date discontinued

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

|—b 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 ali drugs taken (or prescribed) before occurrence of SAE
Generic Name Dose Frequency New

judgement of

/ / causality

Unrelated
Poss. related

Cannot ba
assessed

. Unrelated

- Poss. related

. Cannotbe
assessed
Unrelated

Poss. refated

Cannot be

/ / assessed
a. _ / " Unrelated

Poss. related
. Gannot 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? B Yes
This includes the patient's medical history I 5 Describe Pu,’ My nav

Ad wmcutj H"w mdfeul—nm

8. SAE Outcome

Unknown to date

Ongein
going Another complementary SAE notification form must be submitted within 8 days from riow.
improved
Worsened LY é{ on 26 IO()‘ WI3.
Recovered —— Date of recovery )

- Recovered without sequelae
or

Recovered with sequelae

I—> Describe

Physician reporting SAE Complementary Notification
Name OLUNS lud

Signature K '

Date form completed 7/0 ( 3 0“7 , g



