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Serious Adverse Event Reporting
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-1, Patlent data[ls
TasP ID C’f 8 8 2,

Name sM-rEN‘ B

Sex @ Male {} Female

pateotbitn 1 LT B O 6 2 o
Enrolment date 19—;]@; 1.2: 0 2'.5 O“r— )

2. Measurements . -

Height 1} & r’?;CmS

Lastknown: Weight | 1 Ghi€rj 17 ikes  WeightDate | 21017 M O S i
Chdcount | &1 §:1ST coavate | R0/ .03
VirlLoad | L6 41 VialloadDate | "2 /13 O G QI

-3. By which criteria is this adverse event considered to he "Serious"? — -
Tick all that apply

{7] Resuited in death —»-Dateofdeath ; , | | *i " ' i1 | Probable cause |

(] Life threatening (i.e. al risk of death at time of avent)

[A Caused or prolonged hospitalisation (not elective hospitalisation for a pre-existing condition)

[_] Persistent or significant disability / incapacity

[] Congenital abnormaiity / birth defect

[[]Grade 4 dlinical and blalogical events

[ Other serious, medically-important condition ~»Specity __ .
4. Detalls of SAE . e e e e e it < e

Enter each adverse avent {6.g. symptom, sign, syndrome ord:agnosis) on a separale line
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- 6. Description of SAE -
Include delails of body site, relevan! laborafory lests, lreatments recefved and relavant medical history.
Aflach copies of any relevant hospital records, laboralory fasi resulls efc.
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Physiclan reporting SAE - - - iomo s SOEIEREE S e e

LJst ait dnigs taken (or prescribed) before occurrence of SAE

Generlc Name Dally dose Route of Indication Date started Causality Expected  Action
adminis: assessment  reaction?  taken
tration Datestopped {BNF/SPC)
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() Poss.related @ No () Reduce

R I A A {} Cannot be ) Interrupt
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Q) Stop
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7. Other causes of SAE, If unrelated to drugs menticned In Section 6 above - -

7a. Accoerding to the physician, s this SAE likely to

be related to participation in the research? () Yes ® No
7h. According to the physician, is this SAE related
to any causes other than the research? ® Yes {) No
This Inctudes the palfent’s medical history l_» Describe | _ fﬂo Ao L.& p% LNWN ’r ﬂ»‘f T6 |
8. SAE Outcome
(3 Diled
() Unknown to date
% Ongeing 3_; A complemantary SAE nofification must be submitted within 8 days

Cy improved
{} Recovered — Dale of recovary ¥ ¥ .

13 Racovered w:thout sequelae '
or

i Recovered wuh seque!aa
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Name . C"W’J“. “’*NJ’

Signature _ _ X‘”’{zwd'\ I_ |

Date form completed ! 1./0;[ l 4‘, O%q,'! 7—51
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