e [LheREDOXS-Study
REducing Deaths due to OXidative Stress

A randomized trial of glutamine and antioxidant supplementation in
critically ill patients

Serious Adverse
Events

This study is registered at Clinicaltrials.gov.
Identification number NCT00133978

September 15th, 2008



Definition of a Serious Adverse Event

A Serious Adverse Event (SAE) is defined as any untoward medical occurrence that at
any dose:

e Results in death.

o Is life-threatening (refers to an event in which the study participant was, in the
opinion of the qualified investigator (Ql), at risk of death from the event if medical
intervention had not occurred. NOTE: This does not include an event that
hypothetically had it occurred in a more serious form, might have caused death).

e Requires in patient hospitalization or prolongation of existing hospitalization.

e Results in persistent or significant disability/incapacity (i.e. a substantial disruption
in an individual’s ability to conduct normal life functions).

e Is a congenital anomaly or birth defect.

Other medically important condition (Important medical events that may not result
in death, be life-threatening, or require hospitalization may be considered serious
events when, based on medical judgment, they may jeopardize the patient and
may require medical or surgical intervention to prevent one of the outcomes listed
above).

Adverse Events

Adverse events are any untoward medical occurrences in a patient or clinical
investigation subject administered a pharmaceutical product and which does not
necessarily have a causal relationship with this treatment. Given the high acuity of
diseases and morbidity related to critical iliness, for the REDOXS®© Study, adverse
events are NOT to be reported to CERU.

Unexpected Serious Adverse Event (SAE)

For the purposes of the REDOXS®© Study, given the population of critically ill patients
with organ dysfunction, an unexpected SAE is defined as an event that is serious, i.e. fits
the above definition, and is NOT expected due to the progression of the underlying
disease or co-morbid illnesses.

All unexpected and serious adverse events MUST be reported to Clinical
Evaluation Research Unit (CERU) within 24 hrs of becoming aware of the event,
regardless of the relationship of the study supplements to the event.

Expected Serious Adverse Event

Expected SAEs, including deaths, which are serious adverse events but are expected
due to the progression of the underlying disease or co-morbid illnesses are NOT to be
reported to CERU.

What should be reported to the Clinical Evaluation Research Unit (CERU)?

All serious (according to definition above) and unexpected adverse events MUST
be reported to CERU, regardless of whether they are felt to be related to the study
supplements (in the opinion of the Site Investigator) or not.

Examples of serious and unexpected SAEs:
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A 30 yr. patient admitted with a drug overdose develops a ST segment elevation and a
myocardial infarction. This is unexpected and should be reported to CERU within 24
hrs of becoming aware of this event.

VS.
A 65 yr old patient with a history of coronary artery disease that presents with septic
shock develops positive troponin levels and ECG changes. This is expected and does
not need to be reported to CERU.

What about unexpected death?
All serious events that result in unexpected death MUST be reported to CERU within 24
hrs of becoming aware of the event. For example: a patient with sepsis is improving and
getting better but then dies unexpectedly the next morning. This is a serious adverse
event (results in death) and was unexpected and is to be reported immediately.

Examples of serious and expected SAEs:
For example, a mechanically ventilated patient develops pneumonia. This is a serious
adverse event but since pneumonia is expected, this does not need to be reported.

NOTE: As a guideline, events that are captured in the Case Report Forms (CRFs) such as phlebitis,
ICU acquired infections, dialysis, organ failures, etc are considered to be expected events and
hence do not need to be captured as SAEs.

What about expected death?

For example, a patient with fulminant sepsis is not improving, now has multi-organ
system failure. Family has agreed to withdraw treatment and patient dies. This is a
serious adverse event but death was expected due to the progression of the underlying
disease (sepsis). Do not need to report to CERU.

As with any study there may be other risks or side effects that we do not know about
with administration of these study supplements. The Site Investigator must adhere
closely to the ICH-GCP Guidelines, however when in doubt he/she can contact the
Project Leader for the study.

Unblinding

As established by the Sponsor and the Steering Committee, the investigational products
used in the REDOXS study© are nutrients that are not associated with known risks and
there are no antidotes to the nutrients.

In the event of a serious adverse event, the treatment of the patient in the REDOXS®
Study is not dependent on the knowledge of the study treatment code. It has been
established by the Sponsor and the Data Monitoring Committee (DMC) for the
REDOXS®© study that Code breaking (or unblinding) procedures will only be requested
by the DMC.

In the event that the research site is concerned about the well being of the research
participant, they are instructed to stop the study supplements and contact the Project
Leader.
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Time Frames for SAEs reporting by Sites to CERU

Time Frames for sites to CERU
This reporting is done in 2 phases:

1. The Serious Adverse Events Initial Report must be completed and faxed to
CERU within 24 hrs of becoming aware of each event.

2. The Serious Adverse Events Follow-up Report must be completed and faxed
to CERU within 10 days from becoming aware of the event. The Project Leader
will collaborate with the Study Coordinator to assess the need for additional
details and further follow-up reporting.

Both forms must be completed by the Site Investigator/delegate, or the Study Coordinator in
consultation with the Site Investigator/delegate.

Refer to SAE Reporting by sites Algorithm on next page
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SAE Reporting by sites to the Clinical Evaluation Research Unit (CERU)

*Serious if:

Results in death

Is life threatening

Requires or prolongs in-patient
hospitalization

Results in persistent or
significant disability/incapacity
May require medical or surgical
intervention to prevent one of
the other outcomes to defining
serious

To be reported, the event needs
to be both
Serious* and Unexpected**

Study Coordinator (SC) or Site
Investigator (Sl) identifies SAE

** Unexpected if:
not expected due
to the progression of
the underlying disease
or co-morbid illnesses.

SC faxes the SAE initial report to
the Project Leader within 24
hours of becoming aware of the
event (# 613 548 2428) plus

= concomitant medications

SC reports SAE to local

Ethics Board as per required

timelines

(given within the 48 hours
preceding the SAE)

= |ab values
(related to the SAE)

SC faxes the SAE follow-up report to
the Project Leader within 10 days
from becoming aware of the event
(fax # 613 548 2428).

The Project Leader will collaborate
with the Study Coordinator to assess
the need for additional details and
further follow-up reporting.
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Initial SAE Report

All Serious Adverse Events that are unexpected must be reported to CERU within 24
hrs of becoming aware of the event by filling out the Serious Adverse Events Initial
Report (see next page).

The initial report can be downloaded off the REDOXS website under the Welcome,
Home Page (Site Status Page) or can be downloaded off www.criticalcarenutrition
webpage (Click REDOXS® Study, Resources, Study Procedures Manual.

This form must be completed by the Site Investigator/delegate in consultation with
the Study Coordinator and requires the signature of the Site Investigator.

Only include those SAEs that occur during the study period. This includes the timeframe from the time of
randomization to the end of the study period (actual ICU discharge, death or Study Day 30). For a SAE that
occurred during the study period and is still not resolved by the end of the study period, refer to section on
SAE follow up.

All known data elements on the form must be completed within 24 hrs of discovery of the
event. It may be that certain aspects of the form may change (for example, the resolution
date may not be known at the time of reporting) and this should be made clear in the
narrative form that will follow at a later date.

The following fields of the Initial form must be completed:

= Patient identification

0 Your REDOXS® site number
REDOXS® enrolment number
Patient’s initials
DOB (date format dd/mmm/yyyy)
Gender, select male or female
Height (cm)
o Weight (kg)

= Name of Site Investigator
= Name of person reporting the SAE
= SAE #: Record the sequential SAE # for the patient; i.e. for the first SAE for the

patient, enter 01. For the second SAE for the patient, enter 02.
= Serious Adverse Event Reported (only one per form):

Record the event that you are reporting (must be serious and unexpected).

O O0OO0OO0O0o

Do NOT record death (outcome) as a SAE but the underlying cause of death.

Do not record respiratory failure as a SAE but what was felt to cause the respiratory failure i.e.
sepsis.

» Date SAE reported

= Date became aware of SAE

= Seriousness of the SAE: (select all that apply: patient died, life threatening,
requires or prolongs hospitalization, results in persistent or significant
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disability/incapacity; may required medical or surgical intervention to prevent one
of the other outcomes).

= Qutcomes: Select the most appropriate at the time of the initial report: complete
recovery/return to baselines (include date of recovery), alive with sequelae, death
(include date of death), SAE persisting, unknown/lost to follow up

= Record the date and time for the following:

0 Onset of SAE

0 ICU admission

0 Start of study supplements
0 Stop of study supplements
0 Resolution of SAE

= Action taken: Select all that apply from the following — none, uncertain,
procedure or physical therapy, blood of blood products, prescription drug
therapy, non-prescription drug therapy, hospitalization, IV fluids, other.

= Action take with Study Supplements: none (including not on study
supplements), dose reduced, interrupted or therapy delayed (include date/time),
study supplements stopped permanently due to SAE (include date/time).

» Relationship of SAE to the study supplements: The determination of the
relationship of the event to the supplements is to be done by the Site
Investigator/delegate in collaboration with the Study Coordinator. To assist the
Investigator in making this assessment, the following definitions have been
provided:

0 Notrelated: A serious adverse event that is clearly due to extraneous
causes (disease, environment, etc.) and does not meet the criteria for
drug relationship listed under “Possibly” or “Probably”.

o0 Unlikely related: A serious adverse event that is more likely due to other
causes than study nutrients.

0 Possibly related: Suggests that the association of this SAE with the
study drug is unknown and the event is not reasonably supported by
other conditions.

0 Probably related: Suggests that a reasonable temporal sequence of this

SAE with study drug administration exists and the association of the
event with the study drug seems likely.

Once SAE form completed fax to CERU at # 613-548-2428
Attention: Project Leader REDOXS®

See the following page for an example of a completed Initial Report.
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Example of a completed Initial SAE Report

The REDOXS® Study

Patient Infermatien

Sit2 number I.:|1 Ini1a|5|-::.-|_ i Make

Enriment & |‘z DOE I-:]E-'I]‘:“!E-

Person Reporting SAE

Mame o Sile Invesigator

Serious Adverse Events (SAE) - Initial Report
Complete and fax the INITIAL report to CERW at 813 248 2423 atenton: Project Leader within 24 hours of becoming aware of the evenl

Complete cne form for EVERY adverse event that is Sericus and Unexpecied. Report only those SAEs that cccur formn the time of randomization o the end of the
ctudy period (30 daye from admizsion to 10U or until 1C dic or death, whatever comes frst)

Height fcm) 478
(+ Female  Weight (k) Iaz_

Senous Adverse Event Reparted jonly one per R |Candiac arrest

SerioUShess |1eec ol int apph)
() Patient died > please gOCUMERt date in Qulsames
() Life threstening
() Requires of proiongs hospitaization
() Resulls in perssient or significant disabiisgincapacity
() My require medical or SUPgical ImervanTion 10 pREvEnL ong of other oulcomes:

Cnsetof SAE fpe-u-2007 [12:50
CU agmissin T-Juk-2007 |nzm
Saartof siudy supplements Iza-.lul-zl]l]? h?m
S0 o study supplemEnts |es-sura007 120
Signature o Site Inuasigator I

Date Jza-su-z007

||:|-_ Mustedze SAEZ |
Tmcard bie seguental BAT 2 for ne patent La. foe
|M Myers 451 GAE for iy patert, wrie O Fo 20 58S e
iz padast, w02
Diate SAE reported Iguul-zu-:-.*

Cale ecame aware of SAE IE-JUI-EI]I}T

Quteomes =M tme of Inkal repor) - s=iect ooy one

(" Compiele racover;inetum to baselng - Date of recavery |

(Alive wilh saquelss
(#Deatn - teat date
(BAE persising
(rinown oSt IS Follow-up

Betion taken et s ne ey

-Jul-2007

Action taken with Study supplements
(zei=ciony one]

() Nane (None fincluding not on study suppiements)

O Uncenain Diose radused, naErnpied

(%) Procedune of prysical therapy DE”'WHPY .;E;E'“.E.j | I

() Binod or bicod products I_;_IELJ:I:.'EI.q:pn'ErrE siopped

(&) Prestription drug therpy P iy duie to SAE

(") Non-ESCription orug erspy Relatisnship of SAE te Study Supplements
(y Hospitalization (aiNDd relned (Possibly reisted

(=) IV fuids (T yUniikety relatad {Probably rekted
() other

Print Fzrm

Compiziz Folicas up repan within e2quleed dmelines
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Follow-up SAE Report

The Serious Adverse Events Follow-up Report must be completed and faxed to
CERU within this time frame:
e within 10 days from becoming aware of the event.

In the event that the event has not resolved, explained or stabilized, the Project Leader
will collaborate with the Study Coordinator for additional details and further follow-up
reporting.

The follow-up report can be downloaded off the REDOXS website under the Welcome,
Home Page (Site Status Page) or can be downloaded off www.criticalcarenutrition
webpage (Click REDOXS® Study, Resources, Study Procedures Manual.

This form must be completed by the Site Investigator/designate by reviewing the
Serious Adverse Events Report (Initial) and the patient’'s medical chart. To make this
process easier, it is strongly recommended that this be done as close to the event as
possible.

Since the information in the Follow-up Report will be reviewed by the Data Monitoring
Committee, it must include details on the patients admitting diagnosis, co-morbidities, a
chronological complete narration of the events leading to the SAE, the nature of the
SAE, action taken with the study supplements, the outcome and the relationship to the
study supplements.

The following additional documentation is required and is to be attached to the
follow-up report:
= Medication the patient received in the 48 hours before the onset of the SAE
= Laboratory results related to the SAE must also be provided.
o0 Examples: if the event is cardiac arrest, provide cardiac enzymes; if the
event is cholestasis/pancreatitis, provide liver function tests & amylases.
For further clarification about which lab tests are relevant, the Study
Coordinator is encouraged to ask the Site Investigator.
0
All data fields in the follow-up form must be completed:
= Patient identification: Site #, Initials, enrolment # and SAE # can be copied
from in initial reporting form.
= Patient medical history, comorbid illness and reason for admission to
hospital: provide a detailed narrative of this information.
= Admitting diagnosis to ICU and chronological events leading to the SAE: provide
a detailed narrative of this information
= Confirmation of Unexpected nature of the SAE: record the pertinent clinical
features that, in the opinion of the Site Investigator, made him/her think that the
event was unexpected.
= Relationship of the SAE to the study supplements vs. progression of
underlying disease: If the event is considered to be related to the study
supplement, record the pertinent clinical features that, in the opinion of the Site
Investigator, made him/her think that the event was related to the study
supplements vs. the progression of underlying disease. Refer to the definitions of
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degree of relationship to the study supplements (not related, unlikely related,
possibly related, probably related).

= Qutcomes: Select the most appropriate at the time of the FOLLOW-UP report:
complete recovery/return to baselines (include date of recovery), alive with
sequelae, death (include date of death), SAE persisting, unknown/lost to followup

= Action taken: Select all actions taken from the onset of SAE; including those
that occurred between the initial report and the follow-up report) — none,
uncertain, procedure or physical therapy, blood of blood products, prescription
drug therapy, non-prescription drug therapy, hospitalization, 1V fluids, other.

= Action take with Study Supplements: none (including not on study
supplements), dose reduced, interrupted or therapy delayed (include date/time),
study supplements stopped permanently due to SAE (include date/time).

» Relationship of SAE to the study supplements: The determination of the
relationship of the event to the supplements is to be done by the Site
Investigator/delegate in collaboration with the Study Coordinator. To assist the
Investigator in making this assessment, the following definitions have been
provided:

0 Notrelated: A serious adverse event that is clearly due to extraneous
causes (disease, environment, etc.) and does not meet the criteria for
drug relationship listed under “Possibly” or “Probably”.

o Unlikely related: A serious adverse event that is more likely due to other
causes than study nutrients.

0 Possibly related: Suggests that the association of this SAE with the
study drug is unknown and the event is not reasonably supported by
other conditions.

0 Probably related: Suggests that a reasonable temporal sequence of this
SAE with study drug administration exists and the association of the
event with the study drug seems likely.

The completed-Follow-up Report must be signed by the Site Investigator and copies
of the relevant medication and lab documentation must be faxed to CERU at:

# 613-548-2428

Attention: Project Leader, REDOXS®

See the following page for an example of a completed Follow-up Report.

SAE Follow up

Any subject who experiences a serious adverse event during the study period, should be
followed by the Study Coordinator until the event:

(1) resolves

(2) an outcome is reached, or

(3) the event is otherwise explained or stabilized.
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The Project Leader will follow up with the Study Coordinator at the site to obtain

documentation regarding the status of the subject. This information will be forwarded to
the Data Monitoring Committee.

If follow-up information reveals that the event no longer meets the serious, unexpected,
or drug related criteria, this information will be provided to Health Canada/other

Regulatory authorities, the Data Monitoring Committee, Steering Committee &
Fresenius-Kabi.
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Example of a completed Follow-up SAE Report

The REDOXS® Study Serious Adverse Events (SAE) - Follow-up Report | |1_ 1

Complete and fax the Follow-ue repor to CERIL a2 613 348 2428 attention: Project Leader within 10 days of becoming aware of SAE. The Project Leader and Shudy
Coordnator to assess the need for additonal details and fusther follow-up reeorting To be completed by the Sie nvestyator for EVERY indtial SAE that was repostzd to CERILL

Site # Enral. & Initials SAEE Past medical hisiory, comerbid ilness ang reason for Admisng diagnoss to ICU and chronclogical evenls

Patient - .
admission o hospita lzaging 1o the SAE

Identifieation |.31 |12 |DL |m

Chronological events proceeding SAE until ime of this report e85 32 Juty 27 2007 on 143P, sreszor sussert
2007; - |

Cardiac areesk resscilafion abempis ureuccessful

(ORAIL, CORD, histuz hemia

Pafient refurmed from OR 2707007, Cardisc amest, paces wires non funchoning

no caplee; no cardisc oulpet i a Py " " i
F Confirmation of unexpecied nare of SAE {not due 1o Retatianship of SAE o Skidy Supplements vs. progression
of undestying ilness (based on Sming of supplements,

Progression of ungenying dissase

SAE)
Pt was impeoing overall. Less ionofizopicveaszopressar
Quteemes (3 fime of Mal report) requirements. Onzet of azysinleicardisc amest wes Mo relaticnarip
o unexpecled
() Complete recoveryireturn to baseling - Cate o recovery |
Ajive witn sequslas ; .

& i i Action taken with Study supplements

() Death-geathdate | 28-Jul-2007 Relatisnship of SAE te study

() SAE persising supplements (CMone (incluging not on shudy supplements)
&) Wotrelen {3 Possindy related .

{3 Unknowndest 1o follow-up ) ) DDHHE“UEﬂ: InfeTupted
() Uniikely relatzd (T Probably relaied o Merapy deiayed

=, Shady Suppimenss stopped

® permancaty ue 1 SAL pawizom [N

RAetion taken

{3 Hane () Hospilalization Summary
) Uncertain fw) I fluids

() Procedure orpinysicaltherapy () Omer, specify

ar DIood produ o ufhened & fenmined CandiaG amey Wing 3avage cargac Dypass grating.
{ 3 Biood or blood products Satient mufered i i 1 fcllowi inc by wfi
(@) Prescritption dng heragy

() Mon-prescription drug thesapy

Signature of Sile Invesdgator Date 31-Jul-2007

| Print Form |
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Time Frames for SAEs reporting by CERU to Health
Canada and other Regulatory Bodies

The Project Leader will report, using the CIOMIS form:

1. All serious and unexpected adverse events that are considered to be related to
the study supplements to Health Canada and other Regulatory authorities within
the time frames specified @

o fatal or life-threatening SAEs:
o0 immediately where possible and in any event within 7 days of
becoming aware of the event
o a follow-up report no later than 15 days from becoming aware of the
event
e non fatal/life threatening SAEs:
0 no later than 15 days from becoming aware of the event

2. A summary of all SAEs (related and unrelated), including a SAE Tracking Form
will be forwarded to the Chair of the Data Monitoring Committee (DMC), Steering
Committee (CERU), all participating sites, Regulatory authorities and Fresenius
Kabi as per established time frames-

Each REDOXS® site must provide proof to the CERU that the summary SAE report
was sent to the local REB. This can be a copy of the local REB’s

acknowledgement of receipt or a copy of the cover letter sent by site to the local
REB.

Refer to SAE Reporting Algorithm by CERU and the CIOMIS form template on the
following pages.
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SAE Reporting by Clinical Evaluation Research Unit (CERU)

Sites fax initial/follow-up REDOXS
SAE report to Project Leader.

Project Leader reviews form for
completeness

Fill out CIOMS | Form (initial/follow-up) per information on
the REDOXS submitted SAE form

A 4
Assigns SAE identifying number and enter into tracking log

A 4
YES Is the SAE possibly or probably related to the study supplements?

A
A 4

NO

A 4
This is a Suspected, Unexpected, Serious Adverse v

E‘Qimh(tstg%ﬁglgtg Serious Saf"elfn‘:;:’g”t that is File both REDOXS initial/follow-up
9 PP and CIOMS | (initial/follow-up

report.
A
IS THE EVENT FATAL OR LIFE THREATENING?
v
NO
! '

YES Fax initial & follow-up CIOMIS | within 15
days of becoming aware of the SUSAR to
¢ Health Canada
e The EU National Coordinating

Fax initial CIOMIS | form within 7 days of becoming Investigator
aware of this event to e Other regulatory authorities
e Health Canada e Site Investigators (where applicable)
e The EU National Coordinating Investigator
e Other regulatory authorities ¢
* Site Investigators (where applicable) File REDOXS initial/follow-up and CIOMS
| initial/follow-up reports.
A 4
Fax follow-up CIOMIS | form within 15 days of
becoming aware of this event to
Health Canada v

e The EU National Coordinating Investigator —————
«  Other regulatory authorities Summary SAE report for periodic distribution to:

e Site Investigator (where applicable) Eﬁ%“é‘gg;’( ;‘ghs‘?”tiis (annually)
ites
Chair, Data Monitoring Committee (DMC)*
Steering Committee (CERU)*
Fresenius Kabi*
as per established timelines

A 4

File REDOXS initial/follow-up and CIOMS | Form
initial/follow-up reports.

A 4

* o 6 o o o
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CIOMIS Form Template

Climical Evalustion Regaarch Unit

SUSPECT ADVERSE EEACTION REEFORT (CTOMS) Kingetan Ganeral Hoapital

Reported an benalf of e Princlpal Investigator by:

78 Stuart Strest Angada 4, Kingston, OH KTL 2va

- HiRiNEREREE
L EVENT DESCRIFTION
TPATIENT THITIALE | Ta COUNTRY TTATE OF BIRTE TaAGE | & BEX 325 ruscios oot 12 CHECE ALL
Zay | mont | wear | TRR dor | meeh | v AFFROFRIATE TO

DEECEIBEE EVENT

Study Tifle: The REDOXSE Study: A randomized trial of Gutamine and anticxidant susplamentation in
criically il patients.

Patlent <ranoomizalion mambers /=hifials- alan <ages-year-old <@ce> <580 admitted to the ICU on
=gde with kistory of <coT@RY S, Patient presentad with <al8@oss symmom s,

The relevant past medical history imcludes: <med msioge.  Past surgesies include: <500 misioge.
Allzraies incugs: <51 harge.

The eatient was earclled i the REDOXS® Study and kegan io receive bimded shudy treaiment both
enterally and parenteraly [Antioeddant; Glwlamine; Anfioxidant and Glutamine; or Placeba) on <ddie= at
<iime= hours. The shudy sueplements were continued until <0a@’@= at <fimg= hows for & tolal of <maminar
OF RO ST =,

The SAE was Wenfified as <everd>. The onsat of the evert was <0008 @ <tme>. <Dosoibg e evary
and e clronmbglbal everi's paceding s avani-. This SAE was wexeected and was not related fo the
prograssion of the undesdying disease.

Investigations mcluded <igsls, FTRESNENNTS>,

Treatmern: incuded: <V avaiRioTss <MRELaN0T 0 sl SAE - <o chaige madicalbis.

Concurrent medications include (ie. medicafions patient received in the 48 hrs before onset of SAE):

< Vasoprossor Dvug vusions, 1Y Dvig inisivans, Davty Medicatians, PRN Madcatonss.
The study medication <Al fakar wih sludly g for <& days during hospialization. The event
<TAS0NWNGT, e Oafe-. The patent <03l S3iLs I Wal the shudy. The Prmary Investigator

detzrmined that the Event was <000 reiaiad, wniedy reidled, possivy raialed oF probally reiaiads to the
study medication and due to 0¥ CATSANY .

13 FELEVANT TESTS/LABORATORY DATA

Lakoratory mvestigabions revealed <imesigaions

EVENT:
O par=xroen

D IFVILYVED OR
PROLONDED N PATIERT
HOSPETALISATION

D IRWOLY ED PEESISTENCE
OF SIOSIFICANT
DA LY DR
IRCATACTTY

D LFE THREATERNO

D EEHCALLY SIDRIFICART

IL DEUE INFORMATION

14. MENTIFIED DRIMA S

Blirded- Antiomdant; Glutamine; Anticadant and Glulamire; or Placeko
[ ¥=s

20, DID EVEXNT ABATE
AFTER. ETOFFING DRIME?

Owe [Jwa

15. DAILY DOSE
Erteral 480 miday
Parenteral 240 mi'day

15, ROUTE OF ADMIMIETRATION
L. Infusion and'or feeding fube

21, DID EVENT
REAFFEAR AFTER
REINTRODUCTIONT

17. INDICATION(S) FOR USE OYE: QOKXKZ ONA
Crgan failures.
13. THERAFY DATES (FromTa) 1% THERAPY DURATICN
<< SAR a3l - So0 aaiess =<ATLATET OF 0ays acalrad
SUESTIT S
Jung CONCOMITANT DREUGS AND HISTOEY

2 COWNCORITAMT DRUGE AND DATESR OF ADRDISTRATION (exchids thoee med 1o meal he flver: cvent]

<G Namas «Dgsas o «Ovsat Datex o «Eng Datas <lnaication

i
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CIOMIS Form Template

1. OTHER RELEVANT HIETORY

<Past Medical Hisiony & Rnown Alaigiess

IV. MANTFACTURER

43 HAME & ADRRESS OF MANTF ACTURER Cezzpany Remarss

Farsenius Kabi Dentschland GmbH

Fabi Strategic Business Center <<Comments for Health Canada=>

Medical Scientific Affairs — Nutrition
Therapy D — 61346 Bad Homburs

Sexdy Moo The REDOKS® i MFE, COMHTROL MO,
Study <<5AE cage g2
Pationt Ma.:

e DATERECEIVEDBY | 244 REFORT SOURCE

MAHUFACTUREE. O stumw OuTeRarURs

[ HEALTH PROFESSICHAL

DATE OF THIS REFORT: | 25 REPORT TYPE

[Oreatian [ FoLLower [ FRasL

SAE reporied by: Enames <file>
Causality assessment by Enames “ftlas
Sponsor assessment (circle ong)
! Agree
Disagree
Comments:
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