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Completed forms must be senf to

Tt s 5 Serious Adverse Event Reporting
AR s 2265 omptomontary s nogsstion SEEEEE""

00596245 Fax: +33 153 946 002

i.e. Date of original Initial Nolification Eorm

SAE No. : Initiai Notification Date
Complementary Notification Date 1/0 { E; Ci_ X 3 i

1. Patient details
TasP ID b 6.9 & 4

e "
Name : i (v

Sex Male & Female

Date of birth 9 FG9 067
Enrolment date QD ! 5 D f / *’"}'

2. Description of the reported SAE .
zD“"YV\l/j 3“(‘!?“‘.{. i 'L—f ey ;" AT W@ %
{ )

Date of SAE onset 4. O { % o ! :}

3. Complementary information
pzw f"i/\.r)ﬂ%i Va g4 N Adat A _
CF{s  Aivanable & 26)vfors Bdrd""ALT 20 AL e dlT 97
30 f1f200 L Bt (1 ALT &7 ALY 59 447 3§

4. New diagnosis?
Yes —3 Describe
& No I

Date of riew diagnosis_ MM L
5. Patient treatment

a) Did the event resolve after discontinuation of treatment? & Yes O NIA

L——P Which treatment? f“)i" /F\TC/ %F\/ e

Date disc'ontinuéd Z ot 302
b} Did the event reappear after reintreduction of treatment? . Yes : . No o NIA

Which treatmant?

Date reintreduced

¢) Has the compiementary information mentioned above
medified your judgement of causatity regarding one or L
more treatments compared to your initial notification? Yes —» Section 6 & No —-3» Section 7



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

7a.

7h.

&

Generic Name Dose Freguency

Mew

judgement of

causality

- Unrelated
.+ Poss, related

- Cannot be

assessed

Unrelated

. Poss. related

Cannot be
assessed

Unrelated

- Poss. related

Cannot be
assessed

Urrelated

Poss, related

“: Cannot be
assessad
7. Other causes of SAE, if unrelated to drugs mentioned in Section 6 above
According to the physician, is this SAE likely to
be related to participation in the research? @ Yes - HNo
According to the physician, is this SAE reiated
ic any causes other than the research? Yes & No
This includes the patient's medical history 1 % Describe
8. SAE Qutcome
Death —% Date ofdeath Probable
Diagnosis
Unknown to date
Ongoing L
Another complementary SAE notification form must be submitted.
Improved
Worsened .
Recovered —— Date of recovery LU b X f) 3 ﬁ (" '

& Recovered withouf sequelae
or

Recovered with sequelae

I—_%; Describe

Physician reporting SAE Complementary Noftification
Name C i ‘l/L{'

Signature

Date form completed 10 ' ’6 0 x g ,

K



