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Completed forms must be sent to

”l“l HIH |||” W ‘“‘ ANRS 12249 Complementary SAE Notification  fwe: memecsosiance@ans
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SAE No. Initial Notification Date 2 (. i L[ O 4 | g i.e. Date of original Initial Notification Form
Complementary Notificationpate 2 (' 1 4 01 2§
1. Patient details o
TasP ID b 20 3F
Name N D
Sex Male & Female

pateotbith | 9 1T+ €% 7%
Enrolment date ?_ C 70 4 ZS_

2. Description of the reported SAE ) )
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3. Complementary information
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4. New diagnosis?
® Yes ——3 Describe N\\XQC\ ‘W\QV\\\/\\(‘TH [
No Dissevnated = 18
Date of new diagnosis 2 U ! % O?’ [ ?

5. Patient treatment

a) Did the event resolve after discontinuation of treatment? Yes No & NnA

I——‘i Which treatment?

Date discontinued

b) Did the event reappear after reintroduction of treatment? . Yes No @ N/A

5 Which treatment?

Date reintroduced

¢) Has the complementary information mentioned above
modified your judgement of causality regarding cne or
more treatments compared to your initial notification”? Yes — Section 6 @ No — Section 7



6. Medications ‘
List alf drugs taken (or prescribed) before occurrence of SAE {

Generic Name Dase Erequency New
judgement of
causality

Unrelated
Poss. related

Cannot be
assessed

Unrelated
Poss. related

Cannot be
assessed

Unrelated
Poss. related
Cannot be
assessed

4 Unrelated

Poss. related

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? D Yes No _ '
This includes the patient's medical history ;. Descive  FCii b UP ank Wik (0o d HAV g 0.
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8. SAE Outcome

Death —— Date of death P_robablg
Diagnosis
Unknown to date
Ongoing )
3 Another complementary SAE notification form must be submitted.
improved
Worsened
© Recovered — Date of recovery

Recovered without sequelae
ar

@ Recovered with sequelae
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Physician reporting SAE Complementary Notjfication

Name GU(:Y bﬁ\“\i W\\/(l‘!d\\&l
Sighature

Date form completed 2’0 f d{‘ 0 ff ? 5_



