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it rq-efr@'l T Widigw ‘N«?‘)Pm on ,,Lllwllﬁ Whe awhe on Claac Nad
batwe + e DT, Gren 30 on Yaoad oben Tific}is -

pateofSAEanset LO 1 § OA L ¥
3.Co plementary mformatlon
Do b abtond Hitsss w\w and had 1V
Untarkondk W Sey - dis (7 ek dakel, 1» d:e/)nf hae & ds lohes .
pbﬂ A\Sd\a o~ l\’\ Credhae = HO, Ur&v\ a6 (f‘owJJ Gdan wrra)
He N/quEo h,wJ ipr'}’w\ ls ﬁmcwmg{b b autive [ wate iabohe
4. New diagnosis?

Yes — Describe
@ No

Date of new diagnosis

5. Patient treatment

a) Did the event resolve after discontinuation of treatment? Yes No & N/A

|—? Which treatment?

Date discontinued

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

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 & € No — Section 7
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6. Medications g\
List alf drugs taken (or prescribed) before occurrence of SAE

Generic Name Dose M New

judgement of
causality

Unrelated
Poss. related

Cannot be
assessed

Unrelated
Poss. related

Cannot be
assessed

Unrelated
Poss. related
Cannot be
assessed

a. 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
he 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 . . ,
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8. SAE Outcome

Death —> Date of death Probable
Diagnosis

Unknown to date
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Physician reporting SAE Complementary Notification

Name WLN\HE HlLL

Signature f\/ﬁ
Date form completed ()«O ‘y {' (l”D



