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e e s Serious Adverse Event Reporting
Comp.'etgd _forms must be sent to
NI wes 122 Complomenary saE Notton S50
00199217 Fax: +33 153 946 002
SAE No. Initial Notification Date 2 o | q' 0 /q 1S i.e. Date of ariginal Initial Nolification Form
Complementary Notification Date 2 O 'f q Q @ EJ
1. Patient details \§;‘
TasP ID L[- Z 2, S 3 /é“\ N
Name N-N- N . //Q’ B
S : .
N =N >
Sex O wale Female ¢ @ Q ’
paeotoitn 1 4 4 0 01 20 Q v QO
Entolmentdate 7.0 | L} ¢Cq9 09 /

2. Description of the reported SAE : . .
Pakient Qs mptomatic cedored o Wgipked  for T roused wetd (14-3) awnd tatining
(525) - liwa gt five  cund dfcdacﬂk on Ntatment. On fbacwy , Lawwudiyg
Nenad Ao ) and Effcuariiz - Cefeveed for renw MVUJFQ'CUT 12 lnﬁpu(\cﬂljtuﬁmq_
Date of SAE onset 7. \ L{ CqcC q

3. Complementary information
P dpeay odpnbied o \\clpifcfl W |Z\0ff(201 . Gt W avenid ffuad P
S VYKM\’(MC\,TR&’mum Mangad 5 Scevted  on Lasix (fu\rfk\\’ltdl). fle was
dichovdrd ke 1o dm& Wit g 19 and oot 4727 . He will e vem eved
0 hcl%a\ 2 weaed d!&\-m((t(f;othll()lq).

4. New diagnosis?

Yes — Describe
@ No

Date of new diagnosis

5. Patient treatment

a) Did the event resolve after discontinuation of treatment? Yes No © NA

I—D Which treatment?

Date discontinued

b) Did the event reappear after reintroduction of treatment? . Yes No @ 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 Ereguen New

judgement of
causality

Unrelated
Poss. related

Cannot be
assessed

. Unrelated
Poss. related

Cannot be
assessed

Unrelated
Poss. related

Cannot be
assessed

.. Unrelated
Poss. related

. Cannct be
assessed

7. Other causes of SAE, if unrelated to drugs menticned 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

This includes the patient's medical history I—)Descrlbe R‘,thl“‘ i/\us d\ C\JOQ'RS Cmc? j@eﬂgq _“ UO
o well b BWo whih  dld
et w Povial fouluwe .

8. SAE Outcome

Death ——3 Date of death P_robab!g
Diagnosis
Unknown to date
@ Ongoing . .
Another complementary SAE nolification form must be submifted.
Improved
Worsened
Recovered — Date of recovery

Recovered without sequelas
or

Recovered with sequelae

Describe

Physician reporting SAE Complementary Notification
Name D2 G WMkiaulisy

Signature

Date form completed 7/0 / l{ 0 q 2 6




