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SAE No. Initial Notification Date ?- o | 4' 05 ) 2 1 i.e. Dae of criginal Initial Notification Form

Complementary No@cation Date )1»0 ! 4 O 513 o

1. Patient details e e

TasP ID I 8/6 2 F’
Name 5 - M

Sex Male # Female

patecttitn 1 4 53 O¢ 27T
Enrolment date 10’ 3 09 | G

2. Description of the reported SAE

fym,( ¢l J/\..mﬁ o 7:0@-/ Muméog/ /’u/wapmi IWQ‘ﬁj)M
P Cova.f;olw
Date of SAEonset 2 © ( ¢ 04 29

3. Complementary information

Corfutinn Scheen reSulfs Showed povana 5/2. Folate -
Syp‘ be was )\O?-LM i Chowod K Of
'f“f‘*o Tralcluae oa 2:/.:'/20/4 For w - OA arrval gpéqéo

Pl e 7[Mu- ) _____ pir aras2d av«.b dJied wAJS} bern
VE_ILUC."'zk)\ ;’fﬂn /\d '}"o }\jféo MWw/n namv-on 14[5[ 20T,

.4. New-diagnosis?
0 Yes —— Desciibe H'VPDKALAGMIC C&&AM( ARRAR T
No 2% ARRYTHMIA
Date of new diagnosis 2o | 4’ D _I' 11

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?

Daté reintroduced

¢} Has the complementary information mentioned above
maodified 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 Frequency New

LA—M-‘A ') 600, 3 060 O b ® Unrelated
A' 'LT / 2 TC Poss. related

Cannot be
assessed

2-“’?"“""’“‘ oo l ;200 | | Oj # Unrelated
RiToalmi L {1 Poss. related

7 Cannot be
assessed

3. H‘IAA&H%’ZO 12 SMG Ob . " Unrelated
THTAZ(OE _('IAIC(_ 20t% 4 Poss. related

. Gannot be
assessed

* _ ) % Unrelated

Poss. related

e

7. 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 P No

7b. According to the physician, is this SAE related
to any causes other than the research? t Yes No

This includes the palient's medical history Describe .|.| Yypo KALA-E’VU ¢ M '4(. m &S'T

2o pRRpr"s ARRI THm A
HYPOKALAEMIA 1 ° HURETIC __7775"14!’ Y.

8. SAE Outcome

Unknown to date

Ongoing
Improved
Worsened
Recovered ———3% Date of recovery
.!)tzé'!‘ﬁ " Recovered without sequelae

or
- Recovered with sequelae

I—> Describe .

Physician repotting SAE Complementary Notification

Name o LDIA/.S 1hAD ’

Signature

Date form completed 1 0 I "" 0 S 7—3 '




